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to: 
Dennis Edwards 
03/03/2011 09:46AM 
Cc: 
Chris Kaczmarek, Joan Harrigan-Farrelly, Tracy Lantz 
Hide Details 
From: Philip Ross/DC/USEP A/US 

To: Dennis Edwards/DC/USEPA/US@EPA 

Page I of3 

Cc: Chris Kaczmarek/DC/USEP A/US@EPA, Joan Harrigan-Farrelly/DC/USEP A/US@EPA, Tracy 
Lantz/DC/USEP A!US@EPA 

Security: 

To ensure privacy, images from remote sites were prevented from downloading. Show Images 

Attorney Client Communication 
Attorney Work Product 
Deliberative 
Privileged and Confidential 
Do Not Release 

-Philip J. Ross 
United States Environmental Protection Agency 
Office of General Counsel 
Pesticides and Toxic Substances Law Office 
202-564-5637 

-----Dennis Edwards/DC/USEPA/US wrote: -----
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To: Philip Ross/DC/USEPA/US@EPA 
From: Dennis Edwards/DCjUSEPAjUS 
Date: 03/02/2011 05:50PM 

Page 2 of3 

Cc: Chris KaczmarekjDCjUSEPAjUS@EPA, Joan HarriganwFarrellyjDC/USEPA/US@EPA, Tracy 
Lantz/DC/USEPA/US@EPA 
Subject: Re:   

 

Phil 

Dennis 

Dennis Edwards, Chief 
Regulatory Management Branch 1 
Antimicrobials Division 
703-308-8087 

[JPhilip Ross---03/02/201112:55:24 PM---Attorney Client Communication Attorney Work 
Product 

From: Philip Ross/DC/USEPA/US 
To: Dennis Edwards/DC/USEPA/US@EPA, Tracy Lantz/DC/USEPA/US@EPA, Joan Harrigan
Farrelly/DC/USEPA/US@EPA 
Cc: Chris Kaczmarek/DC/USEPA/US@EPA 
Date: 03/02/201112:55 PM 
Subject:  
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Phil 

Philip J. Ross 
United States Environmental Protection Agency 
Office of General Counsel 
Pesticides and Toxic Substances Law Office 
202-564-5637 

file:IIC:\Documents and SettingsltiantzlLocal SettingsITemplnotes87944BI-web9642.htm 8112/7011 
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Re:  

 [J 
Dennis Edwards to: Philip Ross 03/02/2011 05:50 PM 
Cc: Chris Kaczmarek, Joan Harrigan-Farrel1y, Tracy Lantz 

Phil 

Dennis 

Dennis Edwards, Chief 
Regulatory Management Branch 1 
Antimicrobials Division 
703-308-8087 

Philip RO~:3 Attorney Client Communication Attorney Work P ... 

From: Philip Ross/DC/USEPA/US 

03/02/2011 12:55:24 PM 

To: Dennis Edwards/DC/USEPAlUS@EPA, Tracy LantzlDC/USEPAlUS@EPA, Joan 
Harrigan-Farrelly/DClUSEPNUS@EPA 

Cc: 
Date: 
Subject: 

Chris KaczmareklDC/USEPAlUS@EPA 
03/02/201112:55 PM 
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Phil 

Philip J. Ross 
United States Environmental Protection Agency 
Office of General Counsel 
Pesticides and Toxic Substances Law Office 
202-564-5637 
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Hi Tracy, 

RE: 1706-EUN chem review 2/17 Ammonium sulfate 
Mann, Juliana to: Tracy Lantz 
Cc: Velma Noble, Dennis Edwards 

03102120 t1 03:02PM 

The email was received and we will have a response to you by 3/14. 

Thanks, 
Juli 

Juli Mann I Paralegal Specialist I Steptoe & Johnson LLP jl330 Connecticut 
Avenue, NW I Washington, DC 20036-1795 I Phone: 202-429-3095 I Fax: 
202-429-3902 I jmann@steptoe.com 

This email may contain information that is privileged, confidential, or 
otherwise protected from disclosure. If you have received this email in error, 
do not copy, distribute, save or otherwise use. Please notify the sender 
immediately at jmann@steptoe.com. 

-----original Message-----
From: Lantz.Tracy®epamail.epa.gov [mailto:Lantz.Tracy®epamail.epa.gov] 
Sent: Wednesday, March 02, 2011 2:42 PM 
To: Mann, Juliana 
Cc: Noble.Velma®epamail.epa.gov; Edwards.Dennis®epamail.epa.gov 
Subject: Fw: 1706-EUN chem review 2/17 Ammonium sulfate 

Please confirm that you received this message and will reply by 3/14. 
{Embedded image moved to file: pic15120.jpg) 

Forwarded by Tracy Lantz/DC/USEPA/US on 03/02/2011 02:41PM-----

From: Tracy Lantz/DC/USEPA/US 
TO: "Mann, Juliana" <JMann®steptoe.com> 
Cc: 
Date: 
subject: 

Velma Noble/DC/USEPA/US®EPA, Dennis Edwards/DC/USEPA/US®EPA 
02/28/2011 07:39AM 

Fw: 1706-EUN chem review 2/17 Ammonium sulfate 

Dear Juli, 

Please see the attached product chemistry review 
Address the concerns identified by our chemist: 
information regarding leak/spill cleanup need to 
label. 

for 1706-EUN. 
chemical incompatibility and 
be addressed via the product 

Please provide this information by 3/14 via pdf. If you will be unable to 
provide this information by this date, please contact me as soon as possible. 

Thanks 
{Embedded image moved to file: pic23917.jpg) 

From: 
To: 

Forwarded by Tracy Lantz/DC/USEPA/US on 02/27/2011 11:06 PM ----

cts/cts/QP/USEPA/US®EPA 
Tracy Lantz/DC/USEPA/US®EPA 
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Date: 02/24/2011 06:12 PM 
Subject: 1706-EUN chem review 2/17 Ammonium sulfate 

Please open the attached document. This document was digitally sent to you 
using an HP Digital Sending device. {See attached file: 
[Untitled] .pdf) 
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Fw: 1706~EUN chem review 2/17 Ammonium sulfate 
Tracy Lantz to: Mann, Juliana 
Cc: Velma Noble, Dennis Edwards 

Please confirm 1hat you received this message and will reply by 3/14. 

(fa~ 
Tracy Lantz 
Regulatory Team 31 
Antimicrobials Dlvlslon 
U. S. Environmental Protection Agency 
Phone: (703)3~415 
FAX: (703) 308-8481 

···-Forwarded by Tracy lantz/DC/USEPNUS on 03/02/2011 02:41 PM-·-· 

From: 
To: 
Cc: 
Date: 
Subjecl: 

Dear Juli, 

Tracy lantz/DC/USEPNUS 
"Mann, Juliana" <JMann@steptoe.com> 
Velma Noble/DC/USEPNUS@EPA, Dennis Edwards/DC/USEPA/US@EPA 
02/28/2011 07:39AM 
Fw: 1706·EUN chem review 2/17 Ammonium sulfate 

Please see the attached product chemistry review for 1706·EUN. 

03/02/2011 02:42PM 

Address the concerns identified by our chemist: chemical incompatibility and information regarding 
leak/spill cleanup need to be addressed via the produel label. 

Please provide this information by 3/14 via pdf. If you will be unable to provide this information by this 
date, please contact me as soon as possible. 

Thanks 

1~0~ 
Tracy Lantz 
Regulatory Team 31 
Antimicrobials Division 
U.S. Environmental Protection Agency 
Phone: (703)30s-&415 
FAX: (703) 308-8481 

-··Forwarded by Tracy Lantz/DC/USEPNUS on 02/27/2011 11:06 PM-· 

From: 
To: 
Date: 
Subject 

cts/cls/QP/USEPNUS@EPA 
Tracy lantz/DC/USEPNUS@EPA 
02/24/2011 06:12PM 
1706-EUN chem review 2/17 Ammonium sulfate 
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Please open the attached document. This document was digitally sent to you 

""''-, ',J.J, 
using an HP Digital Sending device. [Untitled]. pdf 



" fie"- )lrrw /441>" , 
~""I i)-tl~ 

fa-I." "''''''' }Coy .... 

)XufJ ~esec'" 3/1)11 Sl<v~ 1\;-..... 
V~II'>'<./v 

" 2

*Internal 
deliberative*



13

*Internal deliberative*



N, '", A' il<;9f" , \':t r~itv. ' Brero' '- 6GcA " Joa., ph,1 w; 
Den" 15 c~r;'(BtIII/~ 

14

*I
nt

er
na

l d
el

ib
er

at
iv

e*



~

.-

-,-

~

\\\ 
:-"'" ~. ~ ><P 
,. 1\Ifr't s.rI f(;fCP ,}-

c,tf!- i0 ... ~ " '" ' 

- .' ;~""'" Sul~+ 
~~~~ 

Auu !+Ys '\ -'Y~ ,'\ "'(\ olD 1-/ fS/1I 

&1/ II 
~'~;--~--

_ -"Dctv~,.,LS._. ~ __ 
;:::a" B. 
Ncir~" M. 

4-nTrMdD):-; ~ __ 

N't)"'-

 

-~ __ ~_ 15

*I
nt

er
na

l d
el

ib
er

at
iv

e*



 

 

 

 
 

16

*Internal deliberative*



~-; 

1i 

JIi\1I 
1/'.~(iCdl SCOP;"'O M'\u2f Of'- \'{aico f\JV-c' AT's ~ 

/-1mMbYliul" 3ul~'k + ILlfm 
'1."- _ ptYSt.¥' ~ 

11m 11\, 

:5.\Ove ~\ 

D(lVI4 $. 
Nqjti' 

*I
nt

er
na

l d
el

ib
er

at
iv

e*



----

_____
___ _____

----

--

___

• __

__

--

--------

-------

18

*I
nt

er
na

l d
el

ib
er

at
iv

e*



19

*Internal deliberative*



~"""""" ~"" "~~ +

-

""""""" """"""""~-"-"-"~" " "+,-~-~"~"-~-"----

"""" "---""-""~~"""" 

""--~---~-" ~ -+i""--"~ -~ """" 

""-~---- ++--~ --"- ~"~""""~ -" "-"~" 

20

*Internal deliberative*



   
Dennis Edwards to: Velma Noble, Melba Morrow, Tracy Lantz 02128/2011 07:41 PM 

-- Forwarded by Dennis Edwards/DC/USEPAIUS on 02/28/201 t 07:40 PM -----

From: Philip Ross/DCtUSEPA/US 
To: 
Cc: 

Joan Harrigan-Farrelly/DC/USEPAlUS@EPA, Leslye Fraser/DC/USEPAlUS@EPA 
Bill Diamond/DC/USEPAlUS@EPA, Brenda Mosley/DC/USEPAlUS@EPA, Chris 
KaczmareklDC/USEPAlUS@EPA, Dennis EdwardsJDC/USEPAlUS@EPA, Don 
LotUDC/USEPAlUS@EPA,JenniferMdain/DC/USEPAlUS@EPA,John 
RuggerolDClUSEPAlUS@EPA, Kim Wilson/DC/USEPAlUS@EPA, Rosemarie 
Kelley/DC/USEPAlUS@EPA, Sleven Bradbury/DC/USEPAlUS@EPA 

Dale: 02128/2011 05:20 PM 
Subject    

Attorney Client Communication 
Attorney Work Product 
Deliberative 
Privileged and Confidential 
Do Not Release 

Joan--

Phil 

Philip J. Ross 
United States Environmental Protection Agency 
Office of General Counsel 
Pesticides and Toxic Substances Law Office 
202-564-5637 

Joan Harrigan-Farrelly 02/28/2011 05:10:39 PM 

From: Joan Harrigan-Farrelly/DC/USEPAIUS 
To: 

Cc: 

Dale: 
Subject: 

Philip Ross/DC/USEPAlUS@EPA, Steven Bradbury/DC/USEPAlUS@EPA,Jennifer 
Mclain/DC/USEPAlUS@EPA, Dennis EdwardsJDC/USEPAlUS@EPA 
Kim Wfison/DC/USEPAlUS@EPA,Brenda Mosley/DC/USEPAlUS@EPA,Chris 
KaczmareklDC/USEPAlUS@EPA, Don LotUDC/USEPAlUS@EPA,John 
Ruggero/DC/USEPAlUS@EPA, Rosemarie Kelley/DC/USEPAlUS@EPA, Bill 
Diamond/DC/USEPAIUS 
02/28/201105:10 PM 
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Joan 
Joan 

Sent by EPA Wireless E-Mail Services 

Philip Ross 

----- Original Message ----
From: Philip Ross 
Sent: 02/28/2011 04:52 PM EST 
To: Steven Bradbury; Joan Harrigan-Farrelly; Jennifer Mclain; Dennis 

Edwards 
Cc: Kim wilson; Brenda MosleYi Chris Kaczmareki Don Lott; John Ruggero; 

Philip Ross; Rosemarie Kelley 
Subject:   

 
Attorney Client Communication 
Attorney Work Product 
Deliberative 
Privileged and Confidential 
Do Not Release 

Steve, Joan, Jennifer, and Dennis: 

Phil 

Philip J. Ross 
United States Environmental Protection Agency 
Office of General Counsel 
Pesticides and Toxic Substances Law Office 
202-564-5637 

---- Forwarded by Philip Ross/DC/USEPAIUS on 02/28/20 t1 04:4 t PM ----

From: 
To: 
Cc: 

Date: 
Subject: 

Kim Wlison/DC/USEPAlUS 
Kim WilsonlDC/USEPAlUS@EPA 
Brenda Mosley/DC/USEPAlUS@EPA, Chris KaczmareklDC/USEPAJUS@EPA, Don 
LottlDC/USEPAlUS@EPA, John Ruggero/DC/USEPAlUS@EPA, Philip 
Ross/DC/USEPAJUS@EPA,Rosemarie Kelley/DC/USEPAlUS@EPA 
0212812011 04:35 PM 
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Kimberly Wilson, Attorney~Advisor 
U.S. Environmental Protection Agency, Office ot Civil Enforcement 
Waste and Chemical Entorcement Division, Pesticides and Tanks Entorcement Branch 
phone: 202-564~5607, fax: 202~564~0022 

CONFIDENTIAL LEGAL COMMUNICA TlON I WORK PRODUCT: The information transmitted is intended only for 
the person or entity to whom it is addressed, and rnay contain privileged and confidential attorney~client 
communications andlor confidential attorney work product. If you receive this message in error, please send a reply 
e-mail to the sender and delete the material from any and al! computers. Unintended transmissions shall not 
constitute waiver of the attomey~client or any other privilege. 

Kim Wilson  02/28/2011 04:29:29 PM 

From: Kim Wilson/DCIUSEPAIUS 
To: 
Cc: 

Date: 

Philip Ross/DCIUSEPAlUS@EPA,Chris KaczmareklDCIUSEPAlUS@EPA 
Rosemarie KelleyIDC/USEPAlUS@EPA, Don LotUDC/USEPAlUS@EPA,John 
RuggeroIDC/USEPAlUS@EPA, Brenda Mosley/DC/USEPAlUS@EPA 
02/28120 t1 04:29 PM 

Subject:    

Phil and Chris, 

. 
 

 

Speak to you soon, 

Kimberly Wilson, Attomey~Advisor 
U.S. Environmental Protection Agency, Office ot Civil Enforcement 
Waste and Chemical Entorcement Division, Pesticides and Tanks Entorcement Branch 
phone: 202~564~5607, tax: 202~564~0022 

CONFIDENTIAL LEGAL COMMUNICA TlON I WORK PRODUCT: The information transmitted is intended only for 
the person or entity to whom it is addressed, and may contain privileged and confidential attorney-client 
communications andlor conffdenffal attomey work product. If you receive this message in error, please send a reply 
e-mail to the sender and delete the material from any and all computers. Unintended transmissions shall not 
constitute waiver of the attomey~client or any other privilege. 
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Dear Juli, 

Fw: 1706-EUN chem review 2/17 Ammonium sulfate 
Tracy Lantz to: Mann, Juliana 
Cc: Velma Noble, Dennis Edwards 

Please see the attached product chemistry review for 1706-EUN. 

02/28/2011 07:39AM 

Address the concerns identified by our chemist chemical incompatibility and information regarding 
leak/spill cleanup need to be addressed via the product label. 

Please provide this information by 3/14 via pdf. If you will be unable to provide this information by this 
date, please contact me as soon as possible. 

Tracy Lantz 
Regulatory Teem 3:1. 
Antimicrobials Division 
U. S. Environmental Protection Agency 
Phone: (703)3~415 
FAX: (703) 308-8481 

----Forwarded by Tracy Lantz/DC/USEPAJUS on 02/27/2011 11:06 PM---

From: 
To: 
Date: 
Subject: 

cts/cts/QP/USEPA/US@EPA 
Tracy Lantz/DC/USEPA/US@EPA 
02124120 t 1 06:12 PM 
1706-EUN chem review 2117 Ammonium sulfate 

Please open the attached document. This document was digitally sent to you 

~· 
using an HP Digital Sending device. [Untitledf.pdf 
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UNITED STATES ENVIRONMENTAL PROTECTION AGENCY 
WASHINGTON, D.C. 20460 

&EPA ~!~,,rm~~ Office of Pesticide Programs 
Antimicrobials Division (AD} 

February 17,2011 

DP BARCODE: 385697 

MRID : 483408·01 thru 483408-04 

SUBJECT: Nalco 60620 
(Name of Product) 

File Symbol.: 1706-EUN 

DOCUMENT TYPE: Product Chemistry Review 

Manufacturing-use [] OR End-use Product [X) 

INGREDIENTS: 

PC Code{s) CAS Number Active Jngredient<s): 
005601 7783-20-2 Ammonium sulfate 

TEST LAB(s): Case Consulting Laboratories, Inc. 
SBC Laboratories, Inc. 

SUBMITTER: Naico Company 

GUIDELINE: Product Chemistry Group A and B 

ORGANIZATION: ADIPSB\CTT 

REVIEWER: Earl Goad 

APPROVER: Karen P. Hicks 

APPROVED DATE: February 17,2011 

COMMENT: 
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UNITED STATES ENVIRONMENTAL PROTECTION AGENCY 
WASHINGTON, D.C. 20460 

&EPA E:~";,,,ct~""' Office of Pesticide Programs 
Antimicrobials Division (AD) 

February 17,2011 

MEMORANDUM 

SUBJECT: Product Chemistry Review for EPA File Symbol: 1706-EUN 
Product Name: Nalco 60620 

CODE: 

DP Barcode: 385697 

(A380) New AI, Food Use, Wnh Exemption, 
No Fee: Linked to PRIA Application 

DATE DUE: April16, 2011 

FROM: 

THRU: 

TO: 

Applicant: 

Earl Goad, Biologist 
Chemistry and Toxicology Team 
Product Science Branch 
Antimicrobials Division {751 OP) 

Karen Hicks, Team Leader 
Chemistry and Toxicology Team 
Product Science Branch 
Antimicrobials Division (7510P} 

Velma Noble PM#31/Tracy Lantz 
Regulatory Management Branch I 
Antimicrobials Division (7510P) 

Nalco Company 

PRODUCT FORMULATION FROM LABEL: 

Active lngredient(sl: 
Ammonium sulfate 
Other lngredient(s): 
Total: 

1706-EUN _0385697 _Nalco 60620 
Page 2 of9 

%by wt. 
20.0 
80.0 

100.0 
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BACKGROUND: 

On behalf of Nalco Company, Steptoe & Johnson, LLP has submitted an application for 
registration of a new end-use product, Nalco 60620. The product is produced by an 
integrated formulation system (i.e., the product contains an active ingredient that is not 
an EPA-registered product). This product is to be used in conjunction with a solution of 
sodium hypochlorite to produce a stabilized chlorine solution within their OxiPro® 
delivery system. The resulting active ingredient created is for use in controlling bacteria, 
algae, and fungi in pulp and paper mill water systems. 

The data package included the following documents dated December 23, 2010: 
1. Letter from the applicant's representative to EPA. 
2. EPA Form 8570-1 (Application for Pesticide). 
3. Confidential Statement of Formula (CSF} for the basic formulation, dated 

December 23,2010. 
4. EPA Form 8570-35 (Data Matrix). 
5. Draft label 
6. Five study documents (MRID 483408-01 through 483408-04). 
7. Revised draft label dated February 11, 2011 

Note: The data package also included a document prepared by McKenna Long & 
Aldridge LLP, regarding the registration of certain ammonia products. CTT believes this 
was provided as regulatory background material which is not considered as subject to 
product chemistry review. 

FINDINGS: A detailed review breakdown may be found in Product Chemistry Review 1, II 
and in Table A and B starting on page 4. Items listed here provide additional comments 
and items which must be addressed. 

1. Confidential Statement of Formula: The basic CSF dated September 23, 2010 is 
acceptable. 

2. Product Label: Labeling recommendations. 

a. Under the new "Physical or Chemical HazardsH section of the product 
label, place a statement regarding the incompatibility of the product with 
other chemicals (e.g., strong oxidizers, acids, bases, nitrates, and 
hypochlorites}. 

b. Add the heading HPhysical or Chemical Hazards" immediately beneath 
the 8 Environmental HazardsH section of the product label. 

c. Under the HPesticide Storage~ section of the product label, add 
instructions that specify what to do if the product leaks or spills from the 
product container. 

1706-EUN_D385697_Nalco 60620 
Page 3 of9 
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3. Product Chemistry Group A and B 

a. Product Chemistry Group A. OPPTS 830.1750 (Certified Limits) a signed 
certification statement must be provided, as requested under OPPTS 
830.1750(g). 

b. Product Chemistry Group B 

CONCLUSION: 

i. OPPTS 830.6314 (Oxidation/Reduction: Chemical Incompatibility) 
study is waived based upon known chemical incompatibilities of 
urea with other chemicals. Chemical incompatibilities must be 
listed on the product label. See Product Label FINDINGS #2 a. 
(above) 

ii. OPPTS 830.6317 (Storage Stability) and OPPTS 830.6320 
(Corrosion Characteristics} study. The agent for the registrant 
reports that this study is in process and will be reported to the 
Agency upon completion. 

The basic CSF dated December 23, 2011 is found to be acceptable as submitted. 
Several labeling revisions are recommended. Additionally, issues have been identified 
in both product chemistry group A and group B. 

1706-EUN_D385697_Nalco 60620 
Page 4 of9 



PRODUCT CHEMISTRY REVIEW 

I. CONFIDENTIAL STATEMENT OF FORMULA 

a. Type of formulation and source registration: 

• Non-integrated formulation system 

• Are all TGAls used registered? 

• Integrated formulation system 

Yes [ I 

Yes [ I 

Yes [Xl 

No [Xl 

No [XI 

No [Xl 

• If ~ME~ TOO," specify EPA Reg. No. of existing product ___ _ 

b. Clearance of Inerts for non-food or food use: 
The product is cleared for food use under 40 CFR §§180.940 and 

180.950. 
Yes[1 No[1 

Note: The product consists of . Not 
intended for food use. 

c. PhYSical state of product: Liquid 

d. The chemical IDs and analytical information (including that for the TGAls), 
density, pH, and flammability are consistent with that given in 830 Series, Group 
B. 

Yes [XI 

e. The Nes and CLs are acceptable. Yes [XI 

f. Active ingredient NC lCL 
('Yo) (%) 

Ammonium sulfate 20.00 19.0 

g. For products produced by an integrated formulation system: 

• Do all impurities of toxicological significance have a UCL? 
Yes [ 1 No [ 1 Not applicable [XI 

• Have all impurities of ~ 0.1 % in the product been identified? 
Yes [ 1 No [ I Not applicable [Xl 

1706~EUN _0385697 _ Nalco 60620 
Page 5 of9 

No [XI 

No [ I 

UCl 
(%) 
21.0 

29
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II PRODUCT lABEL 

a. The active ingredient statement {chemical IDs and NC) is consistent with the 
CONFIDENTIAL STATEMENT OF FORMUlA. Yes [XINo [ I 

b. The formula contains one of the following: 

• 10% or more of a petroleum distillate: 
• 1.0% or more of methyl alcohol: 
• sodium nitrite at any level: 
• a toxic List 1 inert at any level: 
• arsenic in any form: 

Yes [ I 
Yes [ 1 
Yes [ ) 
Yes [ ) 
Yes [ ) 

No [X) 
No [X) 
No [X] 
No [X] 
No[X] 

c. If uyes" to any of the above, does the inert ingredients statement contain a 
footnote indicating this? Yes [ ) No [ ) Not applicable [X) 

d. Appropriate warning statements regarding flammability or explosive 
characteristics of the product are listed on the label. 

Yes [ ) No [ ) Not applicable [X] 

e. The storage and disposal instructions for the pesticide container are in 
compliance with PR Notice 84-1 for household use products or PR Notice 83~3 
for all other uses. 

Yes [X) No [ I 

f. The product requires an expiration date at which time the NC falls below the 
LCL (based on the 1-year storage stability data or other information). 

Yes [X] No) ) 

Note: Storage stability studies are ongoing and have not been 
completed. 

1706-EUN _038.5697 _Na\co 60620 
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Table A: 
Product Chemistry (Series 830, Group A) 

Analytical Mellho<f 

A- 1 offive 
batches of the pure active ingredient 
were provided. Testing was conducted 

proposed. 

G-A signed certification statement must 
be provided, as requested under OPPTS 

andCSF 

and CSF 

, ,i was i butisnot 
acceptable}; NA=technically not applicable (i.e., not required); G=data gap (i.e., item was 
not submitted but is required); U=requires upgrading {i.e., item is unacceptable but 
upgradeable); W=waived; E=EPA estimate. 

1See Confidential Appendix A for additional information. 
2For MP/EP products produced by an integrated formulation system. 
3For products from a TGAI or MP. 
4 May be waived unless actual/possible impurities are of toxicological concern. 
5Rve batch analysis required for products produced by an integrated formulation 
system. 
6 lf different from standard Cls recommended in 40 CFR 158.175, this should be 
discussed in Confidential Appendix A. 
7 Abbreviate method used as follows: gas chromatography (GC), infrared (IR), 
ultraviolet absorption {W), nuclear magnetic resonance (NMR), etc. 

1706MEUN_0385697 _Nalco 60620 
Page 7 of9 



32

Table 8: 
Physical and Chemical Characteristics (Series 830, Group B) 

Physical/Chemical 
Prooarties* 

830.6302 Color 

830.6303 Physical State 

830.6304 Odor 

830.6313 stability to Nonnal 
and Elevated Temperatures, 
Metals, and Metal Ions 

830.6314 Oxidation/ 
Reduction; Chemical 
Incompatibility 

830.6315 Flammability/ 
Flame Extension 

830.6316 Explodability 

830.6317 Storage Stabil~y 

830.6319 Miscibility 

830.6320 Corrosion 
Characteristics 

830.6321 Dielectric 
Breakdown Voltage 

Acceptance Value or Qualitative 
of Data Description 

A The color of the product is clear, 
based on visual insoection. 

A The product is a liquid, based 
on visual insoection. 

A The product is odorless, based 
on observation. 

NA Not applicable. The product is 
not intended to be in contact 
with metal or metal ions in 
storage or to be stored at 
elevated temperatures. 

A A wavier is requested based on 
the well-known reactivity of 
ammonium sulfate. 

Note: The MSDS for 
ammonium sulfate indicates 
incompatibility with strong 
oxidizers, bases, chlorates, and 
nitrates. 

NA Not applicable. The product 
does not contain combustible 
liauids. 

NA Not applicable. The product is 
not ootentiallv exolosive. 

G A storage stability study is 
currently underway. Results will 
be provided to EPA once the 
studv is comolete. 

NA Not applicable. The product is 
not an emulsifiable liquid or 
diluted with oetroleum solvents. 

G A corrosion characteristics study 
is currently underway. Results 
will be provided to EPA once the 
studv is comolete. 

NA Not applicable. The product is 
not intended for use around 
electrical equipment. 

1706-EUN_D385697_Nalco 60620 
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iii 

A 
Density/Bulk Density 

mean 
was reported to be 5.52 at 
25.1"C. A 1% w/w solution of 
the product in C02~ free reagent 
water was tested. Three 
determinations were made. 
Testir>o was conducted in 

mean 
product was reported to be 1.25 
cP at 20.0'C (at 30 rpm) and 
0.70 cP at 40.0'C (at 30 rpm) 
(as determined using a 
Brookfield rotational 
viscometer). Two 
determinations were made at 
each temperature. 
Measurements were also made 
at 60 rpm. Testing was 
conducted in compliance with 

The mean 
was reported to g/ml 
at 20.0°C. Three determinations 
were made. Testing was 
conducted in compflance with 

i , item was 1 
acceptable); NA=technically not applicable (i.e., not required); G=data gap (i.e., item was 
not submitted but is required); U=requires upgrading (i.e., item is unacceptable but 
upgradeable); W=waived; E=EPA estimate. 

'* Provide brief description, e.g., color- yellow or property value, e.g., density t.25 glee. 
Unless otherwise indicated, the property should be at 25"C. 

11f product is an emulsifiable liquid 
21f product is dispersible with water 

1706-EUN _0385697 _N alco 60620 
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Hi Najm 

Re:  
Dennis Edwards to: Najm Shamim 
Cc: Nader Elkassabany, Tracy Lantz, William Hazel 

021 t8/20 t 1 09:2 t AM 

Dennis 

Dennis Edwards, Chief 
Regulatory Management Branch 1 
Antimicrobials Division 
703-308-8087 

Najm Shamim  .. 

From: Najm Shamim/DC/USEPAIUS 

02118120 t 1 08: n23 AM 

To: Dennis Edwards/DC/USEPAlUS@EPA, Tracy Lantz/DC/USEPAlUS@EPA, William 
Hazel/DC/USEPAlUS@EPA 

Cc: Nader Elkassabany/DC/USEPAlUS@EPA 
Date: 021 t8/20 t1 08:13 AM 
Subject:  
="'--~----

Najm 

34

*Internal deliberative*, *Inert ingredient inform
ation m

ay be entitled 
to confidential treatm

ent*



Re:  
Philip Ross 
to: 
Joan Harrigan-Farrelly, Chris Kaczmarek 
02115/2011 10:05 AM 
Cc: 
Caroline KIos, Dennis Edwards, Jennifer Mclain, Melba Morrow, Najm Shamim, Tracy Lantz 
Hide Details 
From: Philip RosslDCIUSEP AlUS Sort List... 

To: Joan Harrigan-FarrellyIDCIUSEPAlUS@EPA, Chris KaczmarekIDC/USEPAlUS@EPA 

Cc: Caroline KloslDCIUSEP AlUS@EPA, Dennis EdwardsIDCIUSEP AlUS@EPA, Jennifer 
MclainIDCIUSEPAlUS@EPA, Melba MorrowlDCIUSEP AlUS@EPA,Najm 
ShamimIDCIUSEP AlUS@EPA, Tracy LantZ/DCIUSEP AlUS@EPA 

Security: 

To ensure privacy, images from remote sites were prevented from dO'Wllloading. Show Images 

Attorney Client Communication 
Attorney Work Product 
Deliberative 
Privileged and Confidential 
Do Not Release 

Page I of4 

file://C:IDocwnents and SettingsltiantzlLocal SettingsITemplnotes87944BI-web4943.htm 8112/2011 
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*Internal deliberative*, *Privileged attorney-client com
m

unication*, *A
ttorney w

ork 
product*



Philip J. Ross 
United States Environmental Protection Agency 
Office of General Counsel 
Pesticides and Toxic Substances Law Office 
202-S64-5637 

-----Joan Harrigan-FarrelfyjDCjUSEPNUS wrote: 

To: Melba MorrowjDC/USEPAjUS@EPA 
From: Joan Harrigan-FarrellyjDCjUSEPA/US 
Date: 02/15/2011 08:49AM 

Page 2 of4 

Cc: Caroline KlosjDCjUSEPAjUS@EPA, Dennis EdwardsjDC/USEPAjUS@EPA, Jennifer 
Mclain/DC/USEPA/US@EPA, Najm Shamim/DC/USEPA/US@EPA, Tracy Lantz/DC/USEPA/US@EPA, 
Philip Ross/DC/USEPA/US@EPA 
Subject: Re:  

Joan 

DMelba Morrow---02/14/2011 07:14:00 PM--- . Melba S. 
Morrow, D.V.M. Special Assistant, RMBl 

Melba Morrow/DC/USEPA/US 
From: 

Joan Harrigan-Farrelly/DC/USEPA/US@EPA 

To: 
Caroline Klos/DC/USEPA/US@EPA, Dennis Edwards/DC/USEPA/US@EPA, Najm 

Cc: Shamim/DCjUSEPA/US@EPA, Tracy Lantz/DC/USEPA/US@EPA, Jennifer 
_____ .Mclain/DC/USEPA/US@EPA 

02/14/2011 07: 14 PM 
Date: 

Re:  
Subject: 

file://C:\Documents and Settim!s\tiantz\T .neal Sp.ttinlY<::\Tf':mn\nntp<;.R7Q.d..d.H\_wp."h.d.Q.d. ':I. "htt'n Q/T')/")(lTl 
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*Internal deliberative*



Antimicrobials Division 
Office of Pesticide Programs 
Environmental Protection Agency 
703-308-2716 
703-308-8481 (fax) 

Page 3 of4 

Doan Harrigan-Farrelly---02j14/2011 06:16:57 PM---     
 

From: Joan Harrigan-Farrelly/DC/USEPAjUS 
To: Dennis Edwards/DC/USEPAjUS@EPA, Melba MorrowjDCjUSEPA/US@EPA, Tracy 
Lantz/DC/USEPNUS@EPA, Najm Shamim/DC/USEPA/US@EPA, Caroline Klos/DC/USEPA/US@EPA 
Cc: Philip Ross/DCjUSEPA/US@EPA, Chris Kaczmarek/DCjUSEPA/US@EPA 
Date: 02/14/2011 06: 16 PM 
Subject:  

file://C:\Documents and Settings\tlantz\Local Settings\Temp\notes87944B\-web4943.htm 811212011 
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*Internal deliberative*
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*Internal deliberative*
Page4of4 

Joan 

file://C:\Documents and Settings\tlantz\Local Settings\Temp\notes87944B\-web4943.htm 8/12/2011 



" ' \ " ...... ~ 
.:~~. Re:  '.] 

Melba Morrow to: Joan Harrigan-Farrelly 02/14/20t1 07:t4 PM 

C 
,. Caroline Klos, Dennis Edwards, Najrn Shamim, Tracy Lantz, Jennifer 

,c. Mclain 

History: 
,,---,c~-~c:--~ .. -

This message has been replied to. 

Melba S. Morrow, D.V.M. 
Special Assistant, RM81 
Antimicrobials Division 
Office of Pesticide Programs 
Environmental Protection Agency 
703-308-2716 
703-308-8481 (fax) 

Joan Harrigan-Farrelly    ... 

From: Joan Harrigan-Farrelly/DC/USEPAIUS 

02/14/201106:16:57 PM 

To: Dennis Edwards/DC/USEPAlUS@EPA, Melba MorrowIDC/USEPAlUS@EPA, Tracy 
LantzlDC/USEPAlUS@EPA, Najm Shamim/DC/USEPAlUS@EPA, Caroline 
Klos/DC/USEPAlUS@EPA 

Cc: Philip Ross/DC/USEPAlUS@EPA, Chris KaczmarekiDC/USEPAlUS@EPA 
Date: 02/ t4/201 t 06:16 PM 
:?ubject:_~~   m~~~_~ ____ "_  
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*Internal deliberative*



Joan 
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*Internal deliberative*
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*Internal deliberative*



Melba, All, 

Re:  [J 
Joan Harrigan-Farrelly to: Melba Morrow 
c . Dennis Edwards, Glen McLeod, Najrn Shamirn, Tracy Lantz, Jennifer 

c. Mclain 

02/t1/201 t 01:27 PM 

42

*Internal deliberative*



Joan 

Joan Harrigan Farrelly 
US Environmental Protection Agency 
Director, Antimicrobials Division 
Office of Pesticide Programs 
1200 Pennsylvania Ave. N.W. Maifcode 7510P 
Washington, DC 20460 

Physical Address 
One Potomac Yard 
2777 Crystal Dr. 
Arilngton, VA 22202 
Phone: 703·603·8914 

Melba Morrow ... 

From: Melba Morrow/DC/USEPAlUS 

021111201111:19:47 AM 

To: Joan Harrigan·FarreJJy/DC/USEPAlUS@EPA, Dennis Edwards/DC/USEPAlUS@EPA, Tracy 
LanlzlDC/USEPAlUS@EPA, Najm Shamim/DC/USEPAlUS@EPA, Glen 
McLeod/DC/USEPAlUS@EPA 

Dale: 02l11/20111t:19AM 
Subject:  

Melba S. Morrow, D.v.M. 
Special Assistant, RMB1 
Antimicrobials Division 
Office of Pesticide Programs 
Environmental Protection Agency 
703-308-2716 
703-308-8481 (fax) 

43

*Internal deliberative*



 

History: 

M Ib Morrow t . Joan Harrigan~Farrelly, Dennis Edwards, Tracy 
e a o. Lantz, Najm Shamim, Glen McLeod 

This message has been replied to. ,:::.:==----
02/11!201111:19AM 

Melba S. Morrow, D.V.M. 
Special Assistant, RMB1 
Antimicrobials Division 
Office of Pesticide Programs 
Environmental Protection Agency 
703-308-2716 
703-308-8481 (fax) 

44
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*Internal deliberative*



Hi Velma 

Fw:  
  

Dennis Edwards to: Velma Noble 02/1 t/20t1 09:t1 AM 
Cc: Melba Morrow, Tracy Lantz 

Dennis 

Dennis Edwards, Chief 
Regulatory Management Branch 1 
Antimicrobials Division 
703-308-8087 
~--- Forwarded by Dennis Edwards/DC/USEPAJUS on 02/11/2011 09:06 AM ---

From: 
To: 

Date: 
Subject: 

Joan Harrigan-FarrelJy/DC/USEPAJUS 
"Dennis Edwards" <Edwards.Dennis@epa.gov>, "Melba Morrow" 
<Morrow.Melba@epamail.epa.gov>, "Tracy Lantz" <Lantz.Tracy@epamail.epa.gov> 
02{t1/2011 07:50AM 

 
  

Sent by EPA Wireless E-Mail Services 
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Revised 1706-EGO, -EUR,Qbe1s 
Mann, Juliana Q 
to: 
Tracy Lantz 
02/1112011 12:49 PM 
Cc: 
Dennis Edwards 
Hide Details 
From: "Mann, Juliana" <JMann@steptoe.com> 

To: Tracy LantziDC/USEPA/US@EPA 

Cc: Dennis Edwards/DC/USEP AIUS@EPA 

History: This message has been replied to and forwarded. 

3 Attachments 

1706~EUN.Nalco60620label.pdf 1706-EUR.Nalco60630label.pdf 1706-EGO.Nalco60615label.pdf 

Tracy: 

The revised labels are attached. I will send the data matrix forms to you shortly. 

Thank you, 

Juli 

Page 1 of 1 

Juli Mann I Paralegal Specialist [ Steptoe & Johnson LLP [1330 Connecticut Avenue, NW [ 
Washington, DC 20036-1795 I Phone: 202-429-3095 I Fax: 202-429-3902 1 jmann@steptoe.com 

This email may contain information thai is privileged, conf!den!ial, 01 otherwise protected from disclosure. If you have received this email in error, do 
not copy, dislribule. save or othefVIIise use. Please notify lhe sender immediately at jmann@steptoe.com. 

fi1e://C :\Documents and Settings\tlantz\Loca1 Settings\ Temp\notes87944 B\-web8194.htm 3/18/2011 
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Revised 1706-EGO, -EUR, ~labels 
Mann, Juliana V 
to: 
Tracy Lantz 
0211112011 12:49 PM 
Cc: 
Dennis Edwards 
Show Details 

Tracy: 

The revised labels are attached. I will send the data matrix forms to you shortly. 

Thank you, 

Juli 

Page I of I 

Juli Mann 1 Paralegal Specialist 1 Steptoe & Johnson LLP 11330 Connecticut Avenue, NW 1 
Washington, DC 20036-1795 I Phone: 202-429-3095 I Fax: 202-429-3902 I jmann@steptoe.com 

This email may contain information lhat is privileged, confidential, or otherwise protected from disclosure. If you have received !his email in error, do 
not copy, distribute, save or otherwise use. Please nolify the sender immediately at jmann@steploe.com. 

file://C:\Documents and Settings\tlantz\Local Settings\Temp\notesFCBCEE\-web3307.htm 2111/2011 
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PRECAUTIONARY STATEMENTS: HAZARDS TO I-IUMANS AND 
DOMESTIC ANIMALS 

CAUTION: May cau<e tmtattott thtll< eyes, and skitr, Do not get •~ "Y""· o• sktlt, or 
on cluthtng Do trot take intcnt•lly_ Use WttO odequote V<nttl•tton Rttl<e tltotlrtlghly Wllh 

water •fier h•ndling Remove eonlamin•ted clotltmg oml '''"" clothing befote tcuse_ 
Wear proteetive <l'"""'" (gogsles, face shtdd or s>fety gla.sses), prote<lt\"< clothing and 
proteelt\"' glov" (rubber, eOcmic•l ,.,;,.ant) when l,.ndltng_ 

ENVIRONMENTAL HAZARDS 
Titis p"ttcitle tS toxtc to ftslt attd "I""'' Ofllantsm<_ Du n<ol dt<dtarge effiuent containtng 

this product intu l•kos, streams, f>Onds, "'""''"· oeeam, tn othee waters unless in 
accordance Wtlh tOe requtremcnts of a Natrottal ?ollutont Dt<eharge Eltntin>tion Sptem 
(NPDES) permtl and tire permittmg •utOonty has been notiftcd m wntmg pnor to discharge 

Do not dtSeh.uge effiuent eontoining tltis ptoduct to "''"'" 'Y"'"'" "'thou! prevtously 
noti!)>mg the local sewage treatment plant authority Fur gttitlanee, contact your St•te Water 
Bw,rdor Regtonol Otftce ofth. m 

STORAGE AND DISPOSAL 
PF.SnctDE STDMGE: Do not""'"~"'"'"' '"ter, food, or fwl by rl<lf>EC or dirpo<~ 
d~tng ~ ~rohib>ted -PESTICIDE DISPOSAL: ~oot~i<le '"""" "" '"'"- lmp<oper ~ispo>>l of<>=<' p<:sLkide, 'l'"l 
""'"""· ot ntt>:lte is ' ""'""n ofFed<n>l Lo"· If~""' w.;t"' •••mol be dispoood ofbr u>< oceorofms 
to lobd inrtnJetions "'""'" 1'0!1< St.sto P«Uetd< & En'""""""'"'' C,trol AgettC)', or d« tlmcdO!IS 
Wute "~"""'"'"'" ot U~ neorest EPA Rowon~ Olllee {0.- gutd:.nee 
/OMtmna Uan.Jh"xg """'""" ""' appliro! ~ ra 6ullr «>n<;fnrrsf 
(ln"mrM<uf"' r<_f.ff>Me<:ehl<io=.-J 
CONT,I.INER lfANDLING: Refil~blc eon~tner RoEll th" eout.1iner wtth ~o;t;etdo onlr Do not 
r<:ttro this eonl"t= fo< ony oth<r purpo<e Oe.,.mg the «JJt>lner befo,. foo>l dispoool is the 
"''~'""~btli<v of the P"Wn dtrpasing of the '"""'""' Cl=mg b<:fo.e teftllm~ " the r<:>pOOstbtltty of 
the r<ftller To eleon tho <oo,.,n::r before ftMI dtrpn<al, omp(y dto r<:moimng cooter.!< from this eonta<n<r 
Ojo •pplieotioo equ>pmenl or mix t>n~ Ftll tho eootoioox •OOut 10 pcreent full ~ith w>ter Agttate 
"S<Jf<lltrl!' ot r«tr<ul>te '""" wtth dto pump for 1 ntmu!<S. PO!lr or puOl~ rio<oto Olto 'Prl~otton 
Cqmpn~ut or ~n..,te eo~otbon >)~tom Rel"ct thts rin<in~ p>ocedor<: t~·o tno:c tim<.O TOO, ulfer for 
«<)~lmg, tf "''~obte, or reeo<tdittoning, or P""'""" """ d•tpa>e of 01 a wur.ry t>ttdftll, or by oth<:r 
.,.-o«<l= 'I'P'"''" by "'"' .,., locol outhoirt't<> 
(f,.h'ueliOil r for "'"''"fjf/a/,1;, ""'"'i""" go«tfrr rkan 5 g•"""") 
CONTAJI!ER lfANOI.ING: Noo·tel'>tt.blo eoot>ir~r. Do '"" reu;o or «foil tOtr tocotoiner_ Triple riruo 
(or equtr clent) cont~ner prompt!)' aOer omplying_ Tnplc rinO< as follou..- Emp<v remoining eontentr 
inl<l •ppl~o\J<m equipmrnr or a mh t>llk_ Fill tho '""""""' '·' full ~ ith water. RepJoeo ""d t;!V>t:n 
cl<»u<Cs. Tip """~iner <m tt; riO< .00 roll it bod, eurwio~ nt l"rt ooo complete "'''otutton, for )0 
s<eoodr St.OO the eont.tln<r"" '" on<l ond t;p it bo<k ood forth "''~"1 tm>e< Tum ~" eont.t>n" m<>e 
""" t~ othere<td ""d t'P tt boc~ ood fO<th "'""'' tom<:r. f.~~- the rin<ote onto 'l'pltc>lt<>l equtpmtnt or 
a mix tonk &shm nnrol< f,.- ~ter u., ordt<poral ll<l"'l this ~r<>«dure '"" ""'" ''""' Then offer for 
"'')ding, il ovailable, or retOn<l>l>ontng, or punetLJre ""~ d'fpa« of m ' Wlttot)' l,.,dfoll, or by otl>cr 
procodo"e •wro•<d by"'" "'d l<><al Mhooittes 

NNALCO 

Nalco 60620 
A MICROORGANISM CONTROL CHEMICAL 

ACTIVE INGREDIENT· 
Atrunoniwn Sulf,te 

INERT INGREDIENTS 
TOTAL 

EPA Reg No. 1706·XXX 

NO% 
!OW. 

1000% 

EPA Esc No_ 1706-ll..-1 (l!P) El'A Est No.I?06·WA-1 (VW) 
EPA Est. No 1706-PA-1 (EL) lOP A Est No 1?06-LA-2 (PL) 

Lelt<r in () thot on•tehcs ftr<t letter in b>teh ntm:ber idonttfies the establislm,.t\t nUtttber 

KEEP OUT OF REACH OF CHILDREN 

CAUTION 
FIRST AID 

IF IN EYF.S Hold eyes open •nd nnse slowly and gently WliO water for 15-20 
mmutcs Remove eontaet lemes, tf present, after the first $ tntnul«, then co'"'""' 
rtn<tn~ Call a pOtsUn control center or doctur for treatment advtce. 
IF SWALLOWED_ Call • pot<on control eeotet or doctor tnmrediotely for treatment 
advice. Have person stp o gl•" or water if able to '"~I low Do not induce vomtlmg 
unle" told by a poison eontrul center or doetor Du not gtve m')'tlring tu •n 
Ll!\eox,seiou.<p..-:son 
IF ON SK!N: Take off eontaminaled clothttrg Rtnse skin immediately w,tlt pl<n(y of 
water for IS·20 mmutes Call a potS<>n cotrlrol eenter or dottor for treattnent aclutee 
IF INHALED: Mov< perSon to fr.,lr atr )(perSon '' not Oreatlttng, call 911 or 
ambul•nces, then ~ive at\tftctal rosptratioo, prefe,.,bly moutO·Io·mouth, if pOtsible 
Call a po~on eontrhl center or doetor for treatment adviee 

NOTE- ) lave the produeceontoiner or label wtth you when callmg a potson etmlrol center or 
> dO<tor, or gotttg for treatment_ 

•l' SIDE PA!'EL FOR ADDITIONAL 
PRECAUTIONARY STATEMENTS 

Nalco Contp•ny 
1601 West Diehl Road 

Nap<rvtlle, IL 60S6:l·ll9$ 
EMERGENCY PI-JONE NO (~00) dZ4·9lOO 

no~~ Eo \JN 

Re~iscd. OlJI (/2011 This Pfoducr is Not Regulated During Tfattsponarion 

DIRECTIONS FOR USE 
It ~ o ''"'~tion ofT od<r.ll Low to LJ>< tOts product m o monoer ineonrls!on! wOO i~ lobdmg 

for the rontn>l boetono, •lg:>< and fungi N:leo 6ll020 " ur.<l in COO/Iffi<Uon wOO: I) >Odtwn 
h)po<hlotite (t)'p~olly 115\\) to produce >tobiltr«! chlorine ""<hlorom•"'- and 2) tho O.iPJ<.O del~ery 
')~tom"' d=oib<d be tow 
No leo 60G1d •od the "'dium hypodolortte "" tni"d m > rp<:<~lly dO!;gn«l >)''""' tltot ptodueor ~~ 
"'bilt«d elttorino solution oot site 11,. produet< m bl,ndod to oeltie>.·e a mmmrum mol,- r.rtto of 1,0. 
I 1 to I 0 Ncleo Ult\20 to"'"'""' l»vo<ltl<nte (11..$%) The <tob>l>r.:d ehlonne ~ t)'f"eallr ,.o,.,·ed by 
'"""'~ IS gollons ofN•Ieo WG2o wolt t 0 g~lon of >edtum hfl"'ehlonte (11 ll>) Th< o,iPRO 
delinoy >)'~em controller '""'"'' tho automotie [:fOduction of the rl>lute rtzbili:red ehtD<ir.e solution, 
eontrob the q>timt<&tion of tho p«<<uetion ptoc<S~ and <nsurcs odeq'""e dooing mto tho '~'""system 
requinn~ h"Onent. Tito <k!o!:", 4eotm<ll~ OtrWinUon, eoltOrotion, Md op<:nr"'n of tl"' ':=lmg S)~tem 
on 1.ll pl>~ot< P,oulol bo «>><luettd only by outl"""' ortd 4omod p<:<soon<t 

U>e of o,., prodoet fo. m;· other ~'~"''" or "'"~'-'Y to d"' in<tru<tions b<lo~·- or "''""'"' tl~ 
~'~'<""'""of outhonr«l trotned pcrsonnel to probib>ted 

Nute; Do not ttse otlm fO<dmg m<'<ies to mox N~<o Ult\20 nr.d dto >odium hypoeOio.ite Noo ..... tbon«d 
['<roo'""'l "" prohibitcJ from ope .. ung or otl>uWi>< h""dli"'l til< feedtng >;~tem o< its eh<:mie>l 
ingre~ients 

PUlP AND PAPERMILL WATERSYSTE~lS 

Doroge R->tes. \\'hen Ute •yrtom ir not~"MY foul«l, •WI" surftetent Noleo 6[1,1l0 '"d rodmm 
l~vo<hlorite \0 "'Oi<'o'e > <hlonno roridool in"'"' of the S)'~<ln oxidont d'm•n<l The w.btl""d 
eltlonno "'tution pnxlt>O<d by tho deln·m S\'Stetll is immedoate~· ..O<kd \o the p.-o=s "''"" for ~ltielt 
tf<llln~trt ts ""!"i<od The rtobili><d ehion~o '<>iution may be o<tlod to ""l' point of""tfonn '"'""g 
Addttion moy be '""';""""' or in~rmittont <kpen<l01~ on tlte ""rity of the '"'''"'"nouoo "0'" 
'''"tment runs. ..-.l on othor S)'rtem op;:ration P'"'amct""· 

A_ SLUG FEED M.E11{QD 
Initio! Do"'; Wheo ~" sy>tom i• notieeobly fouled, •dd the 'J'prop<iate "'"""' of '"b~t«d elttorme to 
the 'l'"'='" to olrultn from t to 10 wm to~ I ovoiloble <hlonne. The r<:eOJtonmdod "*''<Cd eOiorit>< is 
cyp't<>JI) •cli~\od 0.,· mtxmg I S <>llo.,rofN:Ueo 60ri20 Wttl> I 0 gollon of >edtuot hypochlorite (IZ :i'.'.) 
l<.qo<:ot unhl roolrol >.< ><l»e"«l l!>dly foulod S)~tem> nw" bo ele'"'d \,[.,, tre;;meut ~ b<~un 

Sub>oquent Dooo· When m><<ob>>l control is evolent, od<l doo oppropmte omount of >t>btll«d cl.tonno to 
th' >y!teoto d"l)', "'" n«dod to msint"n ""'""'' .00 k<e~ tlto to~ I et.looino n:std""t ot t to 10 ~i"'' 

B INTERMITTENT FEED METHOD 
lntt"l Do>< l\1ten the system is not~eobly foulod, odd the •pp•opoi<l1< otnoont of ~•i>tlt,;od cltlonoe to 
the 'Y"'m to ob>,;n I to 10 P~"' tot.l ,-,it,ble el~onne_ Tho <O<emn~odcd stobtti,od ehlon<~< ts 

N>teollv oehte>.'ed by mi""S l.:i !:'lions ofNol«> GCIGWwtth I n !:'lion of sodm01 1>}--pocltlonte (tl.ll'o) 
B•dl)· fooled S)'Steots mu~ bo cleru~d before lrooto~<nt or b'tt'" 

SuOOequOJ>t Th>se. When microbi~ eooUol irev>denl, <Kid tOe •p~ropriote •mount of >toiMii>«lehJonne to 
the 'l'"~" to ob<OJn a I • to ppm tot>l ehlwine res.du>l, 

C CONTINUOUS FEED METHOD 
lno'~ Dooe_ 1\'lton tloo S)'stem is OO~eobly foule<l, odd tl>c •pproptf>te """'"" of st>btlrtOO ehlonne to 
the 'l'""" to obt•in I to 10 ppnt to"'l '"~oble chlorine The recommor.ded stobiti,..,.j eOIOO., ~ 
t)pteolly aehi<'<d b) mo"ng L:i g,.Jt.,.,rofN•Ieo GO<;ZO with 1.0 golkm of ><>dj,m lt!'POCitiOOte (11 jj',), 
Godly foule<l >)'Stem> nt"'t be oleoncd l>ofO<e treatmont" bogun 

Sub«quont Do=; Moint,.;o thir lrootmonr l"el b)' rtanm& o CO•>tinuou• f«d of stobiliEd <hlorit>: to 
m•intain, 1 to tO ppm tot•l chlorine teriduol. 

NET CONTENTS SIID\VN ElSEWHERE ON CONTAINER 
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RE: Response to questions for 1706-EUN, -EGO, and -EUR 
Mann, Juliana 
to: 
Tracy Lantz 
02/1!120!112:11PM 
Hide Details 
From: "Mann, Juliana" <JMann@steptoe.com> 

To: Tracy Lantz/DC/USEPAIUS@EPA 

History: This message has been replied to and forwarded. 

Page I of2 

The information you requested is identified below in blue. I want to emphasize that the pulp and paper mill 
systems in which the Nalco products will be used are identical to the systems in which every other registration for 
pulp and paper mill is used. Only Nalco trained personnel operate the dosing and feed equipment. The dosing 
and feed equipment are a closed system and there is no worker exposure. 

I am getting the final approvals for the labels and data matrix forms and will have those to you shortly. 

Thank you, 

Juli 

Ju!i Mann 1 Paralegal Specialist 1 Steptoe & Johnson LLP 11330 Connecticut Avenue, NW 1 Washington, DC 20036-1795 1 Phone: 
202-429-3095 1 Fax: 202-429-3902 1 jmann@steptoe.com 

This email may contain information that is privileged. confidential, or otherwise protected from disclosure. If you have received this email in error, do 
not copy, distribute, save or otherwise use. Please nolify the sender immediately atjmann@steptoe.com. 

----Original Message---
From: Lantz.Tracy@epamai!.epa.gov [mailto:Lantz.Tracy@epamail.epa.gov] 
Sent: Thursday, February 10,20113:13 PM 
To: Mann, Juliana 
Subject: Fw: Response to questions for 1706-EUN, -EGO, and -EUR 

A couple of additional questions: We need to know the pH of both of the 
following: 

1) stock chest container that contains virgin materials (pulp)usually used to make better grades of paper. pH 

fi!e://C:\Documents and Settings\tlantz\Local Settings\ Temp\notes87944B\-web7513 .htm 8/9/2011 
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4.5 ~ 8.5 (most fine paper is manufactured at 7 ~ 8.5). 
2) the broke chest container (pulp) that contains recycled stock. pH 4.5 - 8.5 (in alkaline systems, pH can be 
lower as a result of microbial spoilage). 
Most OxiPro applications are applied to systems running under 'alkaline' conditions (pH 7 - 8.5). 

Are we correct that pulp in the stock chest stays for 2-6 hours), and the pulp in the broke chest is present up to 
24 hours? I have updated information for the residence time for the pulp in the various chests. Residence 
time for the stock chest is typically 30 minutes but it may be anywhere from 20 minutes to 6 hours. 
Residence time for the broke chest is typically 2 hours but it may be anywhere from 1 hour to 24 hours. 

Thanks 
(Embedded image moved to file: pic31982.jpg) 

-----Forwarded by Tracy Lantz/DC/USEPA/US on 02/10/2011 03:09PM-----

From: Tracy Lantz/DC/USEPAIUS 
To: "Mann, Juliana" <JMann@steptoe.com> 
Date: 02/I0/2011 01:00PM 
Subject Re: FW: Response to questions for 1706-EUN, -EGO, and -EUR 

We will also need some additional information on the label. We would like each label to include a chart which indicates how 
much of your product (in gallons) is added to an amount of EPA registered sodium hypochlorite treated water. The chart 
should indicate various amounts of your product added to water containing a specified percentage of sodium hypochlorite 
treated water. 

Please reply via email with a pdf of each revised label. 

Th<>nb 
(Embedded image moved to file: pic07328.jpg) 

file://C:\Documents and Settings\tlantz\Local Settings\ Temp\notes87944B\-web7513 .htm 8/9/2011 



Fw:  
Dennis Edwards to: Melba Morrow, Velma Noble, Tracy Lantz 

Dennis Edwards, Chief 
Regulatory Management Branch 1 
Antimicrobials Division 
703-308-8087 
----- Forwarded by Dennis Edwards/DCtU8EPA/US on 02/11/2011 09:05 AM ----

From: Joan Harrigan-Farrelly/OC/USEPAIUS 

02/11/2011 09'.06 AM 

To: 
Date: 

Dennis EdwardslDC/USEPAlUS@EPA,JenniferMcla'In/DC/USEPAlUS@EPA 
0211012011 04:40 PM 

Subject: Fw:  • ____ . _________________ _ 

Joan 

--- Forwarded by Joan Harrigan-FarreJly/DC/USEPAIUS on 02/10/2011 04:38 PM -----

From: 
To: 
Cc: 

Date: 
Subject: 

Joan-

Don lottlDC/USEPAIUS 
Joan Harrigan-Farrelly/DC/USEPAlUS@EPA 
Rosemarie KelJey/OC/USEPAlUS@EPA, Kim Wilson/DC/USEPAlUS@EPA, Brenda 
Mosley/DC/USEPAlUS@EPA, Phil Rosol/RTP/USEPAlUS@EPA, Chris 
KaczmareklDC/USEPAlUS@EPA 
02110/2011 02:27 PM 
Fw:  

 
 
 

 
 

************************************************** 
Donald J. Lott, Associate Director 
Waste & Chemicals Enforcement Division 
(202) 564-2652 - lott.don@epa.gov 
************************************************** 

----- Forwarded by Don lottlDC/USEPAIUS on 02/1012011 02:23 PM ----

From: 
To: 
Cc: 

Kim WilsonlDC/USEPAIUS 
Philip RosslDC/USEPAlUS@EPA, Chris KaczmareklDC/USEPAlUS@EPA 
Don lOltlDC/USEPAlUS@EPA, John Ruggero/R3/USEPAlUS@EPA, Brenda 
Mosley/DC/USEPAlUS@EPA 
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Date: 02/10/2011 02:04 PM 
Subject:  

Thank you, 

Kimberly Wilson, Attorney-Advisor 
U.S. Environmental Protection Agency, Office of Civil Enforcement 
Waste and Chemical Enforcement Division, Pesticides and Tanks Enforcement Branch 
phone: 202-564-5607, tax: 202-564-0022 

CONFIDENTIAL LEGAL COMMUNICA TlON / WORK PRODUCT: The information transmitted is intended only for 
the person or entfty to whom it is addressed, and may contain privileged and confidential attorney-client 
communications and/or confidential attomey work product. If you receive this message in error, please send a reply 
e-mail to the sender and delete the material from any and all computers. Unintended transmissions shall not 
constitute waiver of the attorney-client or any other privilege. 
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Fw: Response to questions for 1706-EUN, -EGO, and -EUR 
Tracy Lantz to: Mann, Juliana 02/10/2011 04:10PM 
Cc: Dennis Edwards 
Bee: Najm Shamim 

As per our conversation today, you will revise these labels to include more complete information in the 
directions for use as per the label for 1448-433 of 3/6/07. 
Please be aware that at a later time you may be asked to include that only an EPA registered source for 
sodium hypochlorite is used. 

Regarding the data matrix for Urea, it was discussed that you would revise the matrix to reflect the generic 
data requirements by listing the guideline#, the study name, "cite-all" and the status as either referring to 
the RED of the TRED. 

Nice to talk to you and Elizabeth. 

10~ 
Tracy Lantz 
Regulatory Team 31 
Antimicrobials Division 
U.S. Environmental Protection Agency 
Phone: (703)30s-6415 
FAX: (703) 308-8481 

----Forwarded by Tracy Lantz/DC/USEPA/US on 02/10/2011 03:28PM----

From: 
To: 
Date: 
Subject: 

Tracy LantziDC/USEPA/US 
"Mann, Juliana" <JMann@steptoe.com> 
02/10/201101:00 PM 
Re: FW: Response to questions for 1706-EUN, -EGO, and -EUR 

We will also need some additional information on the label. We would like each label to include a chart 
which indicates how much of your product (in gallons) is added to an amount of EPA registered sodium 
hypochlorite treated water. The chart should indicate various amounts of your product added to water 
containing a specified percentage of sodium hypochlorite treated water. 

Please reply via email with a pdf of each revised label. 

Thanks 
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Tracy Lantz 
Regulatory Team 31 
Antimicrobials Division 
U.S. Environmental Protection Agency 
Phone: (703)30~415 
FAX: (703) 308-8481 
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Fw: Response to questions for 1706-EUN, -EGO, and -EUR 
Tracy Lantz to: Mann, Juliana 02/to/20tt 03:12PM 

A couple of additional questions: We need to know the pH of both of the following: 

1) stock chest container that contains virgin materials (pulp)usually used to make better grades of paper 
2) the broke chest container (pulp) that contains recycled stock. 

Are we correct that pulp in lhe stock chest stays for 2-6 hours), and the pulp in lhe broke chest is present 
up to 24 hours? 
Thanks 

1A~C1~ 
Tracy Lantz 
Regulatory Team 31 
Antimicrobials Division 
U. S. Environmental Protection Agency 
Phone: (703)308H541S 
FAX: (703) 308-8481 

---Forwarded by Tracy Lantz/DC/USEPA!US on 02/to/201 t 03:09PM----

From: 
To: 
Date: 
Subjecl: 

Tracy Lantz/DC/USEPA!US 
"Mann, Juliana" <JMann@sleploe.com> 
02/10/201 t Ot:OO PM 
Re: FW: Response k:l queslions for t706-EUN, -EGO, and -EUR 

We will also need some addilional information on the label. We would like each label to include a chart 
which indicates how much of your product (in gallons) is added to an amount of EPA registered sodium 
hypochlorite treated water. The chart should indicate various amounts of your product added to water 
containing a specified percentage of sodium hypochlorite treated water. 

Please reply via email with a pdf of each revised label. 

Thanks 

10~ 
Tracy Lantz 
Regulatory Team 31 
Antimicrobials Division 
U.S. Environmental Protection Agency 
Phone: (703)308H5415 
FAX: (703) 308-8481 



57

Re: FW: Response to questions for 1706-EUN, -EGO, and -EUR [;) 
Tracy Lantz to: Mann, Juliana 0211012011 01:00PM 
Bee: Najm Shamim 

We will also need some additional information on the label. We would like each label to include a chart 
which indicates how much of your product (in gallons) is added to an amount of EPA registered sodium 
hypochlorite treated water. The chart should indicate various amounts of your product added to water 
containing a specified percentage of sodium hypochlorite treated water. 

Please reply via email with a pdf of each revised label. 

Tracy Lantz 
Regulatory Team 3:1. 
Antimicrobials Division 
U.S. Environmental Protection Agency 
Phone: (703)30a-64:1.5 
FAX: (703) 308-848:1. 
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Page 1 ot 1. 

FW: Response to questions for 1706-EUN, -EGO, and -EUR 
Mann, Juliana 
to: 
Tracy Lantz 
02110/201111:01 AM 
Hide Details 
From: "Mann, Juliana" <JMann@steptoe.com> 

To: Tracy Lantz/DCIUSEPAIUS@EPA 

History: This message has been replied to and forwarded. 

From: Mann, Juliana 
Sent: Wednesday, February 09, 2011 6:11PM 
To: 'lantz.tracy@epa.gov' 
Subject: Response to questions for 1706~EUN, -EGO, and -EUR 

Tracy: 

l spoke with Linda Fane at Nalco about your questions and have the following information for you: 

1. How long does the pulp sit in the slurry from entry point until it is removed for sheet making? 

The time can vary based on the grade of paper being made {i.e., cardboard, tissue, printing paper, etc.), 
the mill size, and the chest size. The chest is the container for the slurry and pulp. There are two types of 
chests: a stock chest that contains virgin materials usually used to make better grades of paper and a 
broke chest that contains recycled stock. Pulp in a stock chest may be there for 2 ~ 6 hours before entering 
the sheet making process. The pulp in the broke chest may be there for up to 24 hours. It is fed into the 
system as needed. This is all variable depending on the chest size and type of paper being produced. 
The turnover in both chests may also be much faster. 

2. Is the system open or closed? 

There are three different of types of chests used in paper making; open, closed with a removable lid, 
and closed with a sealed lid that is only opened when the system is down. 1706-EUN. 1706-EGO. and 
1706-EUR are used in all three types of chests_ 

file://C:\Documents and Settings\tlantz\Loca1 Settings\Templnotes87944BI-web 1450.htm 8/9/2011 
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The systems used in the pulp and paper mills into which these products will be used are identical to those 
using Susan 1215 (EPA Reg. No. 1448433). Buckman incorrectly identifted the active ingredient \n 
Susan 1215 as ammonia. As we pointed out in documents submitted to the Agency. Buckman admits that 
the active is ammonium sulfate. The risk assessment for Busan 1215 should be identical to the risk 
assessment for 1706-EUN (Nalco 60620}. 

I hope this is helpfuL Please let me know if you have any additional questions. I'll give you a call 
Thursday morning to discuss the data matrix foiTlls. 

Thank you, 

Juli 

Ju!i Mann 1 Paralegal Specialist 1 Steptoe & Johnson LLP 11330 Connecticut Avenue, NW 1 Washington, DC 20036-1795 1 
Phone: 202-429-3095 I Fax: 202-429-3902 I jmann@steptoe.com 

This email may contain informaUon that is privileged, confidential, or otherwise protecled from disclosure.lfyou have received this email in 
error, do not copy, distribute, save or otherwise use. Please notify the sender immediately atjmann@steptoe.com. 

fi!e://C:\Documents and Settings\tlantz\Local Settings\Temp\notes87944B\-webl450.htm 8/9/201! 



Fw: Letter from Senator Carper to Administrator Jackson Requesting Phone 
Call 
Dennis Edwards to: Velma Noble, Tracy Lantz 

. See correspondence and letter below. 

Dennis Edwards, Chief 
Regulatory Management Branch 1 
Antimicrobials Division 
703·308·8087 
-~ Forwarded by Dennis Edwards/DC/USEPAIUS on 02/10/2011 08:38 AM ~~~~~ 

From: 
To: 
Date: 

Joan Harri9an~Farrelly/DC/USEPAIUS 
Dennis Edwards/DC/USEPAlUS@EPA 
02/09/20 t1 06:45 PM 

02/10/2011 08:39 AM 

Subject: Fw: Letter from Senator Carper to Administrator Jackson Requesting Phone Call 

 

Joan 

~~~~ Forwarded by Joan Harrigan~Farrelly/DC/USEPAIUS on 02/09/2011 06:45 PM ~~~~~ 

From: Rosemarie Kelley/DC/USEPAIUS 
To: Joan Harrigan~Farre!ly/DC/USEPAlUS@EPA, chris kaczmarek 

02/09/20 t1 05:52 PM Date: 
Subject: Fw: Letter from Senator Carper to Administrator Jackson Requesting Phone Call 

Attorney~Client Privilege 

 
 

 
 

Sent by EPA Wireless E~Mail Services 
Cynthia Giles~AA 

~~~~~ Original Message -~-~~ 
From: Cynthia Giles-AA 
Sent: 02/08/2011 10:23 AM EST 
To: Adam Kushner; Rosemarie Kelley 
ec: Matt Bogoshian 
Subject: Fw: Letter from Senator Carper to Administrator Jackson 

Requesting phone call 
 

 

c 

60

*Commercial/financial information may be entitled to confidential treatment*
*Commercial/financial information may be entitled to confidential treatment*

*Commercial/financial information may be entitled to confidential treatment*

*Internal deliberative*, *Privileged attorney-client com
m

unication*



Cynthia Giles 
Assistant Administrator 
U.S. EPA, Office of Enforcement and Compliance Assurance 
1200 Pennsylvania Avenue, N.W. 
Washington, D.C. 20460 
202-564-2440 

THIS MESSAGE IS CONFIDENTIAL and may contain legally privileged information. If you receive it in 
error, please delete it immediately, do not copy, and notify the sender. Thank you. 
---- Forwarded by Cynthia Giles-AAfDC/USEPNUS on 02/08/20tt 1O:2t AM ----

From: 
To: 
Cc: 

Date: 
Subject: 

Cynthia, 

Thanks. 

Arvin Ganesan/DC/USEPNUS 
"Cynthia Giles" <Giles-AA.Cynthia@epa.gov> 
"Carolyn Levine" <Levine.Carolyn@epamail.epa.gov>, "Mr. Sven-Erik Kaiser" 
<Kaiser.Sven-Erik@epamail.epa.gov> 
02108/201 t 09:38 AM 
Fw: Letter from Senator Carper to Administrator Jackson Requesting Phone Call 

Sent from my Blackberry Wireless Device 

original Message -----
From: "Kotin, stephanie (Carper)" [Stephanie_Kotin@carper.senate.govJ 
Sent: 02/08/2011 09:32 AM EST 
To: Arvin Ganesan 
Cc: "Reilly, Jim (Carper)" <Jim_Reilly@carper.senate.gov> 
Subject: Letter from Senator Carper to Administrator Jackson Requesting Phone 
Call 

Hi Arvin, 

I hope you are well. I have attached a letter that Senator Carper would like 
to get to Administrator Jackson today. In the letter, Senator Carper requests 
to speak by phone with Administrator Jackson. Please let me know if there is 
anyone else within your office that we should send the letter to via email 
today. I have also sent the letter by mail. 

Many thanks, 
stephanie Kotin 

EPA Biocide Issue_Letter to AdministJator Jackson_Feb 82011.doCKpdf 
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THOMAS R CARPER 

WASHINGTON, DC 2051G··OS03 

Administrator Lisa Jackson 
U.S. Environmental Protection Agency 
Ariel Rios Building 
1200 Permsylvania Avenue, N.W. 
Washington, DC 

or Jackson,~ 

February 7, 2011 

I am writing with regard to an important matter that you and I discussed on October 20th 
of last year concerning the sale of products in apparent violation of the Federal Insecticide, 
Fungicide, and Rodenticide Act (FIFRA). You issued a decision on December 161\2010 that 
made clear that FIFRA does apply to the products we discussed in that call, and that these 
products must be registered before being sold. I have recently learned that this matter remains 
unresolved and the products remain available in the marketplace. This raises a question about the 
EPA's system for appropriate regulation of chemical products such as pesticides and other 
substances. Continued attention to this matter is necessary to protect the EPA's ability to 
safeguard the public and to provide the necessary certainty to customers and producers of 
regulated products. 

On December 16th, 20 I 0, the EPA Office of Chemical Safety and Pollution Prevention 
issued a letter outlining the actions that were needed for Nalco, Inc. to bring two biocidal 
pesticides, Nalcon 60615 and 60620, into compliance with the requirements ofFIFRA In that 
letter, the EPA concluded that these ammonia and urea products sold by Nalco, Inc. to the pulp 
and paperboard industry for use in controlling microbial pests in water systems are indeed 
pesticides and must be registered under FIFRA. The EPA also stated in that letter that the 
continued distribution or sale ofNalcon 60615 and 60620 constitutes a violation ofFIFRA. 

On December 29th, 2010, the EPA's Office of Enforcement and Compliance issued an 
administrative order to Nalco, Inc. regarding Nalcon 60615 and 60620. In that order, the EPA's 
Office of Enforcement and Compliance did not require that Nalco, Inc. stoQ selling the two 
unregistered pesticides, which the EPA had determined in its December 16th, 2010 letter to be 
illegal if sold without proper FIFRA registration. By contrast, the December 29th, 2010 Office of 
Enforcement and Compliance order allowed Nalco, Inc. to continue selling the two unregistered 
products indefinitely to existing customers, which seems to undermine both EPA's December 
16m, 2010 letter regarding Nalcon 60615 and 60620 as well as the basic principles ofFIFRA. 
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Based upon the information available to me, there appears to be an inconsistency between 
the EPA's December 16m, 2010 decision, and the administrative order issued 13 days later. It 
appears that allo·wing a product that has been determined by the EPA to be unregh'tered to 
continue to be sold on the market without undergoing proper FIFRA registration and without 
penalty for having been sold without FIRFA registration is a violation ofFIFRA, and thus a 
cause for serious concern. IfFIFRA registration is designed, in part, to protect public health and 
worker safety, then allowing the sale of a product before registration is complete raises 
additional questions. I would appreciate the opportunity to discuss this matter again with you so 
that 1 may better understand the EPA's actions to date, and what future steps you may take. I 
understand that you have an extremely busy schedule, but I would be most grateful if we were 
able to schedule the call for this week. 

In the meantime, if you or your staff have any questions, please contact Stephanie Kotin 
in my office at 202-224-3260. Thank you very much. I look forward to speaking with you about 
this important issue. 

With best personal regards, I am 

f.~. W iJ_ ~ ~ ~ Sincerely yours, 

~":'-~~- ,j 
!.(.~rr ~ ~ . +~ Thomas R. Carper 

l) -.Ill ~ ~ r-;-- ~nited States Senator ' ' 

p;;_.; ~. ~8-sr~ fJJ:: ~ /<9> ~ ~ 
n ~ 1:ii-4...~. 
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Tracy: 

Response to questions for 1706-EUN, -EGO, and -EUR 
Mann, Juliana 
to: 
Tracy Lantz 
02/09/2011 06:10 PM 
Hide Details 
From: "Mann, Juliana" <Th1ann@steptoe.com> 

To: Tracy Lantz/DC/USEPAIUS@EPA 

History: This message has been forwarded. 

I spoke with Linda Fane at Nalco about your questions and have the following information for you: 

1. How long does the pulp sit in the slurry from entry point until it is removed for sheet making? 

Page 1 of2 

The time can vary based on the grade of paper being made (i.e., cardboard, tissue, printing paper, etc.), the 
mill size, and the chest size. The chest is the container for the slurry and pulp. There are two types of chests: a 
stock chest that contains virgin materials usually used to make better grades of paper and a broke chest that 
contains recycled stock. Pulp in a stock chest may be there for 2 - 6 hours before entering the sheet making 
process. The pulp in the broke chest may be there for up to 24 hours. It is fed into the system as needed. This is 
all variable depending on the chest size and type of paper being produced. The turnover in both chests may also 
be much faster. 

2. Is the system open or closed? 

There are three different of types of chests used in paper making: open, closed with a removable lid, and 
closed with a sealed lid that is only opened when the system is down. 

The systems used in the pulp and paper mills into which these products will be used are identical to those using 
Susan 1215 (EPA Reg. No. 1448-433). 

I hope this is helpfuL Please let me know if you have any additional questions. I'll give you a call Thursday 
morning to discuss the data matrix forms. 

Thank you, 

file://C:\Documents and Settings\tlantz\Loca1 Settings\ Temp\notes87944 B\-web41 02.htm 8/9/2011 
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Juli 

Juti Mann 1 Paralegal Specialist 1 Steptoe & Johnson LLP 11330 Connecticut Avenue, NW 1 Washington, DC 20036-1795 I Phone: 
202-429-3095 1 Fax: 202-429-3902 1 jmann@steptoe.com 

This email may contain information that is privileged, confidential, or otherwise protected from disclosure.lf you have rece'1ved this em a '!I in error, do 
not copy, distribute, save or other.vise use. Please notify the sender immediately atjmann@sleptoe.com. 

file://C:\Documents and Settings\tlantz\Local Settings\ Templnotes87944BI-web4l 02.htm 8/9/20 ll 



Fw.-rAshland Buckman -  
 

Dennis Edwards to: Velma Noble, Lantz 02/08/2011 09:54 PM 

---- Forwarded by Dennis Edwards/DC/USEPAlUS on 02108/20t1 09:54 PM ----

From: 
To: 
Date: 
Subject: 

Joan Harrigan-Farrelly/DC/USEPAlUS 
Dennis Edwards/DC/USEPAlUS@EPA,JenniferMclain/DC/USEPAlUS@EPA 
02/081201 t 01 :54 PM 
Fw: Nalco Ashland Buckman -  

--- Forwarded by Joan Harrigan-FarrellylDC/USEPAlUS on 02/08/2011 01:52 PM ----

From: 
To: 
Date: 
Subject: 

Sent by EPA Wireless E-Mail Services. 
Joan Harrigan-Farrelly 

----. Original Message ••••• 
From: Joan Harrigan-Farrelly 
Sent: 02/08/2011 12:55 PM EST 
To: Steven Bradbury 
Subject: Nalco Ashland Buckman 

Hi Steve, 

Joan 

Joan Harrigan Farrelly 
US Environmental Protection Agency 
Director, Antimicrobials Division 
Office of Pesticide Programs 
1200 Pennsylvania Ave. N.W. Mailcode 7510P 
Washington, DC 20460 
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Physical Address 
One Potomac Yard 
2777 Crystal Dr. 
Arlington, VA 22202 
Phone: 703~603-8914 
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RE: 1706-EUN (Nalco 60620) 
Mann, Juliana to: lan Blackwell 
Cc: Tracy Lantz 

2 attachments 

EP A~HQ-OPP-2009-1 005-0003 .pdf EP A-HQ-OPP-2002-0162-0 170. pdf 

Hi Ian, 

02104/2011 06:35PM 

Copies of the documents are attached. Please let me know if you need anything 
else. 

Thank you, 

Juli 

Juli Mann I Paralegal Specialist I Steptoe & Johnson LLP 11330 Connecticut 
Avenue, NW I Washington, DC 20036-1795 I Phone: 202-429-3095 I Fax: 
202-429-3902 I jmann®steptoe.com 

This email may contain information that is privileged, confidential, or 
otherwise protected from disclosure. If you have received this email in error, 
do not copy, distribute, save or otherwise use. Please notify the sender 
immediately at jmann@steptoe.com. 

-----Original Message-----
From: blackwell.ian®epamail.epa.gov [mailto:blackwell.ian®epamail.epa.gov] 
Sent: Friday, February 04, 2011 3:53 PM 
To: Mann, Juliana 
Cc: Lantz.Tracy@epamail.epa.gov 
Subject: 1706-EUN 

To: Juli Mann 
Steptoe & Johnson 

From: Ian Blackwell 
US EPA/AD 

Dear Juli, 

I have begun work on your acute toxicity submission for 1706-EUN 
{0385696). You cite two documents that I cannot locate. Can you 
forward copies or internet links of these to me please? 

EPA-HQ-OPP-2009-1005-0003 
EPA-HQ-OPP-2002-0162-170 

Thank You, 
Ian Blackwell 
Chemistry and Toxicology Team 
Product Science Branch 
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Antimicrobials Division (7510P) 
Office of Pesticide Programs 
Office of Chemical Safety and Pollution Prevention (OCSPP) 
U.S. Environmental Protection Agency 
2777 S. Crystal Drive 
Arlington, VA 22202 
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E \-HQ-OPP-2009-1005-0003 

BUCKMAN LABORATORIES, INC.'S REPLY TO NALCO COMPANY'S DEC. 4, 2007 

REQUEST THAT EPA RECONSIDER ITS REGISTRATION FOR AMMONIA 

PRODUCTS AS PRECURSORS TO CHLORAMINE USED IN WATER TREATMENT 

<\1ill 
BUCKMAN LABORATORIES, INC.'S REQUEST THAT EPA IMMEDIATELY 

PROHIBIT FURTHER DISTRIBUTION AND SALE OF UNREGISTERED AMMONIA 

FOR WATER TREATMENT 

Michael Boucher 

MCKENNA LONG & ALDRJDGE LLP 
!900 K Street, NW 
Washington, D.C. 20006 
(202) 496-7729 

Counsel to 

Buckman Laboratories, Inc. 

September 2, 2008 
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I. Overview 

Nalco Company's (hereinafter, "Nalco's") December 4, 2007 "Request That EPA 

Reconsider Its Registration for Ammonia Products as Precursors to Chloramine Used in Water 

Treatment and Provide Assurance That There Is No Risk of Enforcement during the 

Reconsideration and Any Necessary Transition Period" (hereinafter, ''Nalco's Petition") is a 

tirade against EPA's registrations ofBCMW (EPA Reg. No. 1448-432) and Busan 1215 (EPA 

Reg. No. 1448-433), Buckman Laboratories, Inc.'s (hereinafter, "Buckman's") manufacturing-

use and end-use ammonia products, respectively. The violence ofNalco's protest tacitly 

acknowledges Nalco's need to register its own current end-use ammonia product, Nalcon 60620, 

because Nalcon 60620 and Busan 1215 essentially have the same composition, are used by the 

same industrial users in the same manner for water disinfection, and are considered 

interchangeable products in the marketplace. Nalco's Petition ignores the unknown and 

potentially unreasonable risks presented by the ongoing use of unregistered ammonia to produce 

monochloramine (hereinafter, "MCA"), including hwnan health risks from unapproved residues 

ofMCA in paper used for food packaging and toxicity to aquatic organisms from MCA residues 

in industrial waste water.' Not surprisingly, Nalco also ignores the significant and ongoing 

damage being done unfairly to the commercial value of Buckman's ammonia registrations- and 

to Buckman's ability to recoup its investment in such registrations- by Nalco's ongoing sale of 

unregistered ammonia with EPA's "temporary'' permission, which has lengthened to seven 

months with no end in sight. 

1 Coincidentally, we have obtained a pre-publication Federal Register notice, attached hereto as Exhibit "A," which 
reports that Zentox Corporation has petitioned the Food and Drug Administration to use MCA as a food additive, 
specifically, "as an antimicrobial agent in poultry process chincr water'' (emphasis added), even though EPA has not 
registered MCA or ammonia for any such use. This food additive petition tmderscores the urgent need for EPA to 
publicly affinn its jurisdiction over MCA - specifically, to prohibit the further distribution and sale of mrregistered 
ammonia for any water treatment use, including poultry processing. 
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To justify the status quo, Nalco offers a series of increasingly erratic and unfocused 

arguments. Initially, Nalco alleges that ammonia cannot be registered, because it is not an active 

ingredient (Nalco's Petition at 6~7), but later flip~ flops and acknowledges that, in fact, EPA can 

register a precursor of an active ingredient, where registration of the active ingredient itself is not 

practical (Nalco's Petition at 9)- exactly as EPA has done with BCMW and Busan 1215, 

because the registration ofMCA itself for water treatment is impractical Then, Nalco agrees 

that combining ammonia and sodium hypochlorite produces MCA (Nalco's Petition at4), in a 

chemical reaction known since the early 1900s, but alleges that MCA is not an active ingredient 

that is separate from "chlorine" (hypochlorous acid) (Nalco's Petition at 8-9, 11), even though 

the production ofMCA is a reaction that is not considered reversible (i.e., once formed, MCA 

does not readily break down into, or otherwise produce, anunonia and hypochlorous 

acid/hypochlorite ions), and despite that EPA and industry recognize MCA as a distinct active 

ingredient with valuable properties that are different from those of hypochlorous acid. Nalco 

also plays variations on the foregoing theme, specifically, that anunonia "sequesters" and 

releases "chlorine" by a novel chemical process that Nalco never explains (Nalco's Petition at 4, 

6-7, 11-12), and that ammonia is only an adjuvant used with "chlorine" and, thus, requires no 

registration (Nalco's Petition at 15), even though ammonia reacts completely with sodium 

hypochlorite to form a new active ingredient, MCA, and, thus, does not hold or release 

hypochlorous acid and does not resemble any adjuvant. 

For the foregoing reasons, as articulated and explained in this petition, we respectfully 

request pursuant to section 553(e) of the Administrative Procedures Act (5 U.S.C. § 553(e)) that 

EPA deny Nalco's Petition and immediately prohibit further distribution and sale of unregistered 

ammonia for water treatment. Nalco has asked for time to register ammonia but neither needs 
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nor deserves any additional time. Nalco has had notice ofEPA's policy on the registration of 

ammonia for water treatment since the Agency's registration ofBuckrnan's ammonia products 

on March 6, 2007. Since then- a period of 18 months- Nalco has fotmd ample time to make 

two lengthy and duplicative submissions and one responsive submission to EPA in order to 

subvert the Agency's registration of Buckman's ammonia products. Neither ofNalco's original 

filings ever had a likelihood, much less a certainty, of persuading EPA to revoke its considered 

registrations of ammonia, which Nalco knew at the time of its filings. Indeed, as recently as 

July 15,2008, the Agency amended Buckman's registration ofBusan 1215 to add a new use 

{industrial water systems), which suggests no intent by EPA to grant either ofNalco's original 

requests to revoke Buckman's ammonia registrations. Accordingly, in addition to filing petitions 

with EPA, Nalco also should have filed or, at a minimum, prepared itself fully to file an 

application to register ammonia sometime during the past 18 months. If, as it appears, Nalco has 

chosen instead to focus wholly on a speculative petition effort intended to manipulate EPA into 

allowing Nalco to remain on the market without an ammonia registration and, thereby, to 

continue to compete with Buckman unfairly and, specifically, to erode its customer base, the 

Agency should not now reward Nalco for its gamesmanship with any additional time to register 

ammonia. 

In preparing this petition on behalf of Buckman, we consulted with scientists and 

regulatory consultants at Technology Sciences Group Inc., namely, Dr. Robert Stewart, Vice 

President and Managing Director, and Dr. David Brookman, Director of Environmental 

Chemistry. Drs. Stewart and Brookman have reviewed and concur in our technical 

representations in this petition. 
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II. Both Nalco and Buckman sell ammonia for use in proprietary systems in which 
ammonia and sodium hypochlorite react to form MCA, which is the active 
ingredient supplied by each system for water treatment. 

Use of either Nalco's or Buckman's end-use ammonia product, as labeled, generates the 

same main active ingredient, MCA (monochloramine), which is formed by a chemical reaction 

that occurs at the time of use. The general reaction is as follows: 

Figure 1 

base 
HOCI/OCr + NH2CI 

Hypoclorous acid/ Ammonia/ 
hypochlorite ion ammonium ion 

Monochloramine 

NHCI2 --~ 

Dichloramine Nitrogen 
trichloride 

The reaction is normally terminated at the stage where MCA is formed, but dichloramine and 

nitrogen trichloride also may occur. 

The nominal active ingredient in Nalco's end-use ammonia product (Nalcon 60620) is 

"ammonium sulfate" and in Buckman's end-use annnonia product (Busan 1215) is "ammonia 

(total)," which derives from an aqueous mixture of ammonia and ammonium sulfate. Therefore, 

both products provide ammonia or ammonium ions in the reaction shown in Figure I above, and 

both lead to the in-situ generation of one or more chloramines. 

According to its label, attached hereto as Exhibit "B," Nalcon 60620 is an unregistered 

formulation consisting of20% anunonium sulfate and 80% "constituents ineffective as spray 

adjuvants," presumably water. Nalco sells Nalcon 60620 as part of its "OxiPRO™ Deposit 

Control Technology" and, specifically, for use in Nalco's "OxiPRO Feed System," which is 

illustrated and described in a Nalco proposal and a Nalco slide presentation attached hereto as 

Exhibits "C" and "D,'' respectively. Nalco's label for Nalcon 60620 and Nalco's materials on 

the OxiPRO Feed System describe a process in which a Nalco technician adds Nalcon 60620 to 
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sodiLUU hypochlorite in a molar ratio between 1:1 and 2:1, at a controlled temperature, under 

alkaline conditions to produce a "stabilized oxidant,'' which Nalco does not identifY but which is 

MCA, upon examination. 

Based upon the available information, use ofNalco's OxiPRO Feed System involves the 

following preparative steps: 

(I) Aqueous sodium hypochlorite (12.5%) is added to aqueous sodium hydroxide (50%) 

to produce an initial mixture of sodium hypochlorite, sodium hydroxide, and water (pH::<::: 7). 

(2) To this initial mixture, aqueous amrnoniwn sulfate (20%) is added in a molar ratio 

between 1:1 and 2:1 to produce a second mixture containing chloramines, sodium sulfate, 

sodium chloride, and water. 2 

(3) The second mixture is diluted with additional water to produce a lower concentration 

ofMCA, presumably 10~12 parts per million (hereinafter, "ppm") measured as total chlorine, 

which is the target stated in Nalco's June 23, 2008 slide presentation (Ex. D at 9). The diluted 

mixture is promptly added to the customer's process water at the desired point(s). 

According to its label, attached hereto as Exhibit "E," Busan 1215 is an EPA~registered 

formulation (EPA Reg. No. 1448-433) consisting of7.59% ammonia and 92.41% "inett 

ingredients." Buckman sells Busan 1215 as part of a proprietary water disinfection system for 

pulp and paper mills and industrial cooling systems mill, specifically, Buckman's "Busan 1215 

Feed System" The Busan 1215 Feed System is illustrated in a photograph, a line drawing, and a 

process diagram attached hereto as Exhibits "F," "G," and "H," respectively. 

2 Nalco's process description does not permit estimation of the exact composition of the second mixture, which may 
contain dichloramine and possibly even nitrogen trichloride in addition to MCA. 
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In the Busan 1215 Feed System, a Buckman technician adds 0.5 oz. of Busan 1215 to 

1 oz. of sodium hypochlorite (S 15% wt/wt) to produce MCA under conditions of controlled 

temperature and pH. Specifically, use of the Busan 1215 Feed System involves the following 

preparative steps: 

(l) Aqueous ammonia (pH> 9) is diluted with water. Unlike the OxiPRO Feed System, 

the Busan 1215 Feed System does not require the addition of a base, such as sodiwn hydroxide, 

because basic conditions are maintained by the ammonia. 

(2) The initial mixture is added to aqueous sodium hypochlorite (12.5%) at a minimum 

3:2 molar ratio of sodium hypochlorite to ammonia to produce a second mixture ofMCA, 

sodiwn chloride, and water. 

(3) The second mixture is dihited with additional water to achieve a concentration of 0.5 

to l ppm ofMCA in excess of the system oxidant demand (maximum of 5 ppm measured as total 

chlorine), and the diluted mixture is promptly added to the customer's process or cooling water 

at the desired po-int(s). 

When Busan 1215 is used as directed in the Busan 1215 Feed Process, the sodium 

hypochlorite/hypochlorous acid is completely consumed, and chloramines other than MCA do 

not form readily. For this reason, MCA is the sole oxidant (i.e., active ingredient) in solutions 

prepared from Busan 1215. 

In sum, a careful examination ofNalco's OxiPRO Feed System and Buckman's Busan 

1215 Feed System shows that in both systems, ammonia and sodium hypochlorite react to 

produce chloramines. The Buckman system generates MCA, and the Nalco system generates 

MCA and possibly also other chloramines. The basic chemistry underlying both processes is 

familiar and has been known since the early 1900s (U.S. Envtl. Protection Agency, Office of 
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Water, "Alternative Disinfectants and Oxidants Guidance Manual" (April 1999) at 6~ I, available 

at http://www .epa.gov/OG WOW /mdbp/al ternative disinfectants guidance. pdf; hereinafter, 

"Oxidants Manual"). In its December 4, 2007 petition, Nalco does everything but explain in 

accurate chemical terms how ammonia is used in Nalco's and Buckman's water treatment 

systems. Accordingly, Nalco's avoidance of chemistry obscures the fact that MCA is the 

pesticidal active ingredient that results from both Nalco 's and Buckman's use of ammonia for 

water treatment. 

III. Registration of ammonia is necessary. because MCA is too unstable to exist as a 
marketable commodity, no EPA-approved sodium hypochlorite label has 
instructions for use with ammonia to safely produce MCA. and the continued use of 
unregistered ammonia to produce MCA presents unnecessary and potentially 
unreasonable risks to human health and the environment. 

Over a period of a day or so, without any modification of pH or Cb:N ratio, MCA will 

degrade slowly to dichloramine, specifically, to a ratio of 43% MCA to 57% dichloramine, 

which is itself unstable and also has an unpleasant taste and odor to humans (Oxidants Manual at 

6-2 to 6-3). For this reason, it is impractical to bottle and sell MCA as a commercial pesticide 

product, and we have been unable to find any EPA registration ofMCA, past or present. Instead, 

since the 1930s, the universal practice has been to generate MCA in situ (i.e., at the site of use) 

for use as a water disinfectant (Oxidants Manual at 6~ 1). 

In 1986, EPA's Environmental Appeals Board affirmed the Agency's authority to register 

a "parent chemical" or "immediate precursor'' that "does not itself have pesticidal properties" but 

"produces pesticidal action at the site of application," when "the actual pesticide required to be 

regulated under the Federal Insecticide, Fungicide ... cannot exist as a marketable commodity," 

and when the parent chemical/immediate precursor is "the only logical chemical through which 

the use of the [actual] pesticide can be regulated" (In the Matter of South Coast Chemical, Inc., 

2 E.A.D. 139, 145 (1986); included as Exhibit "I" hereto). Under the foregoing rationale, 
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ammonia should be registered, despite its lack of pesticidal properties, because ammonia 

produces pesticidal action at the site of application, i.e., produces MCA at the use site; because 

MCA cannot exist as a marketable commodity, due to its instability; and because ammonia is the 

only logical chemical through which the use ofMCA can be regulated. 

Nalco proposes, in effect, that the registration of sodium hypochlorite alone is sufficient 

to regulate the use ofMCA, but there is no EPA registration of sodium hypochlorite that 

addresses use with ammonia to produce MCA Nalco's five sodium hypochlorite registrations 

(EPA Reg. Nos. 1706-171, -179, -238, -20001, -20002), attached hereto as Exhibit "J," are silent 

about any use with ammonia, as is the registration of"Sunny Sol111 150" (EPA Reg. No. 1744-

20001), attached hereto as Exhibit "K," a registered sodium hypochlorite product that Nalco 

recommends for use with ammonia in Nalco's OxiPRO Feed System. Thus, maintaining the 

status quo~ Nalco's plan~ will not ensure that users of anunonia and sodium hypochlorite to 

produce MCA will have appropriate labeling, including warnings, precautions, and directions for 

use, that EPA has reviewed and approved to ensure the safe use of MCA as a pesticide. 

A theoretical alternative to the status quo is to amend all existing sodium hypochlorite 

registrations either to prohibit use with anunonia or to specifically address such use to produce 

MCA, but this is an impractical solution, because there are 2 I 1 registrants with 379 registrations 

of sodium hypochlmite. On the other hand, ammonia has only one registrant, Buckman, and 

only one end-use registration, for Busan 1215, which is registered specifically for use with 

sodium hypochlorite to produce MCA; indeed, ammonia currently has no other "pesticidal" use. 

Accordingly, to reguJate the use ofMCA, EPA's best and only practical option is to register 

ammonia as a precursor ofMCA, as the Agency has done in Buckman's case and now needs to 

do in the case ofNalcon 60620 and all other unregistered ammonia for water treatment. 
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EPA also needs to register ammonia to ensure that the use ofMCA does not present 

unreasonable adverse effects on the environment. In the case of Busan 1215, for example, EPA 

required Buckman, as a condition of registration, to obtain a letter from the Food and Drug 

Administration regarding whether MCA requires a food additive tolerance under section 409 of 

the Federal Food, Drug, and Cosmetic Act for any residues ofMCA in paper used for food 

packaging. In addition, MCA is toxic to aquatic organisms, and Buckman's label includes 

directions for use that limit the quantity ofMCA added to the customer's process or cooling 

water to a maximum of 5 ppm measured as total chlorine and that tell users how to neutralize any 

MCA detected in effluent. In other words, by registering Busan 1215, EPA was able to ensure 

that the MCA produced with Busan 1215 was used safely, specifically, so as to prevent 

unapproved residues in food packaging and aquatic toxicity from residues in effluent. 

Conversely, EPA has not evaluated the use of any unregistered ammonia product to 

produce MCA, and has no assurances with respect to any residues ofMCA in food packaging or 

waste water. Thus, unnecessary and potentially adverse risks to human health and the 

environment remain. For example, Nalco's OxiPRO Feed System releases I 0-12 ppm ofMCA 

measured as total chlorine to the customer's process water, which is more than nvice the 

concentration ofMCA permitted by EPA on Buckman's end-use ammonia label (Ex. D at 9). 

IV. Ammonia does not sequester or release "chlorine" and is not an adjuvant; ammonia 
does react with sodium hypochlorite to produce an entirely new active ingredient, 
MCA, which has distinct properties from hypochlorous acid. 

Nalco identifies chemical substances (cyanuric acid, diethanolamine, disodium zinc 

ethylenediamine tetracetate dehydrate, ammonium carba1nate) and product types (stabilizers, 

sequestrants, synergists) that allegedly ''perfonn similar functions" as ammonia but are not 

registered, implying that EPA has acted irrationally in registering Busan 1215 (Nalco's Petition 

at 12-15). Nalco 's reasoning is flawed and misleading, however, because ammonia is a 

-9-



82

precursor ofMCA- specifically, a reactant in its formation- not an adjuvant. Ammonia reacts 

with sodium hypochlorite in water to form a different chemical compound, MCA, and both the 

ammonia and the sodium hypochlorite are consumed in the reaction. Conversely, the chemical 

substances and products that Nalco identifies do not react to fonn a different chemical compound 

or compounds and remain chemically unchanged. 

Nalco perpetuates a self-serving fiction that anunonia merely "sequesters" and, later, 

releases "chlorine" (hypochlorous acid) (Nalco's Petition at 4, 6-7, 11-12; Ex. C at 7; Ex. D at 7). 

This characterization is false for several reasons. First, the use ofNalco's OxiPRO Feed System 

unmistakably produces MCA, which EPA recognizes as a separate and distinct active ingredient 

from chlorine (Oxidants Manual at 2-30, 6-1). Second, a chemical reaction takes place when 

Nalco's ammonia product is used. The reaction produces MCA and possibly other chloramines. 

Third, the chemical reaction that produces MCA is not considered reversible. In other words, 

once the chloramine (or -amines) have fanned through chemical reaction, they cannot break 

down readily into, or otherwise produce, ammonia and hypochlorous acid/hypochlorite ions. 3 

Furthermore, MCA and chlorine have different chemical and antimicrobial properties, 

and such differences favor MCA over chlorine in certain applications. For example, MCA is 

increasingly used as a secondary disinfectant in drinking water distribution systems, because it 

decays more slowly and produces substantially fewer disinfection byproducts than chlorine 

(Oxidants Manual at 6-l 0, 6-27 to 6-29). 

MCA and chlorine also have different mechanisms by which they inactivate 

microorganisms. MCA reacts with four amino acids (cysteine, cystine, methionine, and 

3 MCA can hydrolyze very slowly in a process that can furm chlorine. Also, making a solution ofMCA strongly 
acidic (pH < l-2) can cause !he MCA to decompose and generate some chlorine. Under the conditions under which 
MCA is used for water treatment, Ito such hydrolysis or decomposition should occur. 
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tryptophan), and the mechanism of inactivation is thought to involve inhibition of proteins or 

protein mediated processes, such as respiration (Oxidants Manual at 6-12). Also, MCA typically 

requires "multiple hits" upon bacterial cells before cell death (Oxidants Manual at 6-12). By 

contrast, chlorine is capable ofprodncing lethal events at or near the cell membrane and of 

affecting DNA (Oxidants Manual at 2-35). In bacteria, chlorine adversely affects cell 

respiration, transport, and possibly DNA activity (Oxidants Manual at 2-35). Accordingly, MCA 

does not kill microorganisms by "releasing" chlorine, or MCA would have the same 

antimicrobial properties as chlorine, and it does not. 

Furthermore, EPA has detennined that MCA does not control as many different 

microorganisms as chlorine and hypochlorous acid (Oxidant Manual at 2-36 to 2-39, 6-13 to 

6-15). Accordingly, Nalco's unqualified antimicrobial claims for its OxiPRO Feed System 

(Ex. C; Ex. D) imply a level of microbial control that is not provided by MCA. The only way to 

clearly separate appropriate claims for MCA from those for chloriue and hypochlorous acid is to 

register Nalco's ammonia and all other ammonia for water treatment and to properly attribute the 

antimicrobial claims for MCA to such ammonia registrations. 

V. EPA should promptly deny Nalco's Petition to revoke Buckman's ammonia 
registrations. because the Agencv has propedy registered Buckman's ammonia as a 
precursor of MCA for water treatment. 

As explained in section II above, a scientific analysis of how ammonia is used in Nalco's 

and Buckman's proprietary water treatment systems shows unambiguously that MCA is the 

active ingredient released by these systems for water treatment. As explained in section III 

above, MCA is too unstable to be bottled and sold as a marketable commodity and, therefore, is 

universally produced in situ. Accordingly, there are no active or inactive EPA registrations of 

MCA by which EPA can control the potential risks from using MCA, which include lUlapproved 

residues in food packaging and aquatic toxicity. To address these potential risks, EPA must 
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register one or both of the immediate precursors ofMCA, sodium hypochlorite or ammonia. 

With one registrant (Buckman), one end~use registration (Busan 1215), and no other pesticidal 

uses, ammonia is the best and only practical candidate for registration, which EPA has 

recognized by registering Buckman's ammonia products after careful consideration. 

Furthermore, as explained in section IV above, ammonia is a precursor ofMCA, not an adjuvant 

Anunonia reacts with sodium hypochlorite to produce a new active ingredient, MCA, which has 

distinct properties from hypochlorous acid, this reaction is not reversible, and ammonia does not 

sequester or release hypochlorous acid. Thus, EPA's decision to register ammonia as a precursor 

ofMCA has no relationship to the Agency's past or present regulatory handling of the adjuvants 

identified by Nalco. For ali of the foregoing reasons, EPA properly granted registrations to 

Buckman's ammonia products, and Buckman respectfu!Iy requests that the Agency deny Nalco's 

Petition request to revoke Buckman's registrations. 

VI. EPA should immediately prohibit further distribution and sale of unregistered 
ammonia for water treatment, because the continued sale of unregistered ammonia 
to the same customers for, and for the same uses as, Buckman's registered ammonia 
presents unnecessary and potentially unreasonable risks to human health and the 
environment, contradicts and undermines the Agency's proper registration of 
Buckman's ammonia, and unfairly damages the commercial value of Buckman's 
registrations. 

If EPA has properly registered Buckman's ammonia as a precursorofMCA for water 

treatment, then Nalco's ammonia also tmtst be registered, which Nalco has acknowledged by its 

violent reaction to the registration ofBCMW and Busan 1215. As demonstrated in section II 

above, Nalcon 60620 and Busan 1215 are commercially interchangeable: Both products are used 

by the same people for the same purpose, namely, as a source of ammonia to produce MCA in 

situ for the disinfection of industrial water. Nalco's label description ofNalcon60620 as a 

"stabilizer for active chlorine sources" is dishonest in scientific terms, because it does not match 

the chemical reactions that actually occur in the OxiPRO Feed System. 

-12-
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By letter dated February 7, 2008, attached hereto as Exhibit "L," however, EPA has 

"temporarily" accepted Nalco's erroneous description ofNalcon 60620 as a chlorine stabilizer, 

pending further investigation. Since then- seven months and counting- Nalco has aggressively 

marketed and sold unregistered ammonia to commercial users, who continue to produce and use 

MCA without any EPA oversight, specifically, while Nalco has not had to demonstrate, and EPA 

has not had the opportunity to confrrm, that the use ofNalcon 60620 to produce MCA 

adequately addresses the potential human health and environmental risks from the use ofMCA 

Meanwhile, Buckman cannot explain EPA's differential treatment ofNalcon 60620 and 

Busan 1215 to customers, and because these products are interchangeable in the marketplace, 

many customers now perceive EPA's registration of Bus an 1215 as pointless and unnecessary

an impression that has been reinforced by EPA's failure to date to require the registration of any 

ammonia products for \\rater treatment other than Buckman's. EPA's inaction not only 

contradicts Buckman's ammonia registrations, it unfairly damages their commercial value. 

Accordingly, the longer that EPA discriminates against Buckman by requiring the registration of 

Buckman's ammonia while allowing all competitive ammonia products for water treatment to be 

sold without registration, the better it serves Nalco's desire to delay registration, the harder it is 

for Buckman to salvage its considerable investment to register ammonia, and the longer the 

public goes without assurance that MCA is being used safely, which is provided only by EPA's 

registering all ammonia for water treatment. Furthermore, Nalco has had more than enough time 

to register ammonia and has chosen instead to fbcus solely on a petition process to delay 

registration for as long as possible while it continues to compete unfairly against Buckman in the 

marketplace with unregistered ammonia that reflects no regulatory costs. Thus, EPA should not 

reward Nalco's delaying tactics and opportunism with any additional time to register. For all of 

-13-
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these reasons, Buckman respectfully requests that EPA immediately prohibit further distribution 

and sale of unregistered ammonia for use in water treatment. 

VII. Conclusion 

Buckman has demonstrated that its and Nalco's ammonia products are used in the same 

way (as precursors to produce MCA) by the same industrial users (primarily, pulp and paper 

mills, but also facilities with industrial cooling systems), who perceive the two products as 

interchangeable for water treatment applications (disinfection of mill and industrial cooling 

water). Buckman has shown that its and Nalco's ammonia products do not "sequester" or release 

hypochlorous acid and are not adjuvants, and that EPA has the authority to register ammonia 

products as precursors of MCA, since the registration ofMCA itself for water treatment is 

impracticaL Buckman also has shown that only the registration of all ammonia products for 

water treatment will ensure that EPA has evaluated any potentia) risks from the use ofMCA and 

restore a level playing field in the marketplace for industrial water disinfection. For these 

reasons, as explained in this petition, we renew our request that EPA deny Nalco 's Petition and 

immediately prohibit further distribution and sale of unregistered ammonia for water treatment 

We welcome an opportunity to discuss our petition with EPA. 

-14-
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Dated: September 2, 2008 

-15-

Respectfully submitted, 

Michael Boucher 

MCKENNA LONG & ALDRIDGE LLP 
1900 K Street, NW 
Washington, D.C. 20006 
(202) 496-7729 

Counsel to 

Buckman Laboratories, Inc. 
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DEPARTMENT OF HEALTH AND HUMAN SERVICES 

Food and Drug Administration 

[Docket No. FDA2008F0462) 

Zentox Corp.; Filing of Food Additive Petition 

AGENCY: 
Food and Drug Administration, HHS. 

ACTION: 
Notice. 

SUMMARY: 
The Food and Drug Administration (FDA} is announcing that Zentox Corp. has 

filed a petition proposing that the food additive regulations be amended to 
provide for the safe use of monochloramine as an antimicrobial agent in poultry 
process chiller water. 

DATES: 
Submit written or electronic comments on the petitioner's environmental 
assessment by [insert date 30 days after date of publication in the Federal 
Register} . 

ADDRESSES: 
Submit written comments to the Division of Dockets Management {HFA305}, Food 

and Drug Administration, 5630 Fishers Lane, rm. 1061, Rockville, MD 20852. 
Submit electronic comments to http://www.regulations.gov. 

FOR FURTHER INFORMATION CONTACT: 
Judith Kidwell, Center for Food Safety and Applied Nutrition {HFS265}, Food and 

Drug Administration, 5100 Paint Branch Pkwy., College Park, MD 207403835, 
3014361071. 

SUPPLEMENTARY INFORMATION: 
Under the Federal Food, Drug, and Cosmetic Act {sec. 409 (b) (5} {21 U.S.C. 
348(b} {5}}), notice is given that a food additive petition {FAP 8A4775} has been 
filed by Zentox Corp., c/o Burdock Group, 801 North Orange Ave., suite 710, 
Orlando, FL 32801. The petition proposes to amend the food additive regulations 
in part 173Secondary Direct Food Additives Permitted in Food for Human 
Consumption (21 CFR part 173} to provide for the safe use of monochloramine as 
an antimicrobial agent in poultry process chiller water. 

The potential environmental impact of this petition is being reviewed. To 
encourage public participation consistent with regulation issued under the 
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National Environmental Policy Act (40 CFR 1501.4(b)), the agency is placing the 
environmental assessment submitted with the petition that is the subject of this 
notice on public display at the Division of Dockets Management (see DATES and 
ADDRESSES) for public review and comment. 

Interested persons may submit to the Division of Dockets Management (see 
ADDRESSES) written or electronic comments regarding this document. Submit a 
single copy of electronic comments or two paper copies of any mailed comments, 
except that individuals may submit one paper copy. Comments are to be identified 
with the docket number found in brackets in the heading of this document. 
Received comments may be seen in the Division of Dockets Management between 9 
a.m. and 4 p.m., Monday through Friday. FDA will also place on public display 
any amendments to, or comments on, the petitioner's environmental assessment 
without further announcement in the Federal Register. If, based on its review, 
the agency finds that an environmental impact statement is not required, and 
this petition results in a regulation, the notice of availability of the 
agency's finding of no significant impact and the evidence supporting that 
finding will be published with the regulation in the Federal Register in 
accordance with 21 CFR 25.5l(b) 

Please note that on January 15, 2008, the FDA Division of Dockets Management Web 
site transitioned to the Federal Dockets Management System {FDMS) . FDMS is a 
Government-wide, electronic docket management system. Electronic comments or 
submissions will be accepted by FDA only through FDMS at 
http://www.regulations.gov. 

Dated: August 27, 2008. 

Laura M. Tarantino, 

Director, Office of Food Additive Safety, Center for Food Safety and Applied 
Nutrition. 

[FR Doc. 08????? Filed ????08; 8:45 am] BILLING CODE 416001S 

{FR Doc. 2008-20293 Filed 08/29/2008 at 8:45 am; Publication Date: 09/03/2008] 
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NNALCO 

Nalcon® 60620 
Stabilizing solution for use with <"J.Ctive chlorine sources. 

Nalcon® 60620 is a unique stabilizer for acf1ve chlorine sources. Nalcon® 60620 stabilizer minimizes 
lhe decompos~ion ofactive chlorine caused by the high chlorine demand ofpaperinaking waters. 
When used as 'directed", Nalcon® 60620 ~labilizc•reduces lhe quantity ofaclive chlorine !hal reacts 
with dissolved and suspended organics, tllereby maximizing compatibility with sensitive process 
additives. By reducing interactions with $OUrces of active chlorine demand (including sensitive 
processaddidves such ~s optical brighteners, relenlion aids, and wet and dry strength aids) Nalcon® 
60620 optimizes chlorine stabilization. Nalcon® 60620 is intended for use irrprocess waters used in 
lhe manufacture of both food and non-food paperboard. 

PRlNCJPAL FUNCTIONING AGENTS: 
Ainmonium sulfate.......................... . ............................. 20.0% 

CQNSTmJENTS INEFFECTIVE AS SPRAY ADM' ANTS ............ .,80.0% 
TOTAL .............................................................................................. 100.0% 

KEEP OUT OF REACH OF CHILDREN 
WAR.NING 

FIRST AID 
W TN ~:Hold eyes Oj>tll "'d Iinse dowly ood t""'tly with wat<r f<>< 15-20 miMJIOS. Gel m«li<>l allenri<>o ifiiril•~.., '"""'" and 
pmbts, 
IF ON SKit<: Rinse skin immodiot<lywilh piUII)' oh.-.t<r lbr IS.ZO mimt«,_ lf<Jinp\onll dovdop. lt=k modi~ol •lknfiOil. 
IF !>WALLOWED: C.. Ia poison oonltOI <alluoo o!oolor\mm«<'ooioly 11>rna.1m .. 1 adv'oct. Hove prnon sip • &la,.ofwttor. O<l n01 
indoo~-..,.,j'"'' willoom mt<liool odvice. Do n<>t give ""ythin& by moul!, l<>onun<O....;...,. ~c<lon. -
IF !NH.",LED; firn oid i• nntm•lly nol r<qoirnl. lte:llOY< lo li-«h air. ,..._, :ymp<om•ric.lly. tr:ymp<o""" do...,lop. sood "'"diool 
o<Mco -

NOTI! TO PHYSIClhN 
B.-I on '"• i"'*vi<loalt<0<1ion. cl"obo p<ti«>\ lhophyri<ion'sju~onl shool<l ~Uoxd ro oonl1<>1 >ylnp<om> o!ld <li•lc.l ooo:!ltion. 
H"'"" I~• p<o<lool«)lllaln~r orlabolwilh ywwhen <alliog • J>oj$01! oontrol Cooler or doc<o<,.. goil'ljj rorttutm">l. · 

'NET CONTENTS SHOWN ELSEWHERE ON CONTArnER 

.. -----,-, 

PRECAUTIONARY STATEMENTS 
HAZARDS· TO HUMANS AND. DOMESTIC ANIMALS 

Warning: May cause irritation to the eyel;, and. skin. Do not get in eyel;, on skin, or on clothin·g~ Dl.r"' 
not talce internally. Use with a_~cquate venti~ation Rinse ,thoroughly witl1 water after h-andling_. 
Remove contfunin~ted clothing aild wash cloth-Ing before reuse. Wear protective eyewcar {goggles_. 
face shield· or safety glasses). protective clothing and protective gloves {rubbe,-, chemical resistant) 
when handling. - · ~- · 

STORAGE AND DISPOSAL 

Store in suitable, tightly closed, labeled- containers. In case of a spill. soak up spill with absorbent 
material and clean contaminated surfaces with water or aqueous cleaning agents. Wastes resllhing 
from !he use of this product are no!' subjected lo federal regulation. Consult stale or local regulalions 
fur any additional handling. trcatmi::nt or disposal requirements. For disposal, contact a properly 
licensed waste treatment, storage, disposal or recycling facility. 

DIRECTIONS FOR USE 

Nalcon® 60620 siabilizer can be mixed with a source of active chlorine prior to paper machine waters, 
or added to a system currently trealed with active chlorines. 

IfNalcon® 60620 stabilizei- is pre-blended with'the active chlorine.sonrce, the miKture should then be 
added to process w~ter streams at or immediately prior to a point of sufficient mixing, such as the main
water inlet, the &n pump. O> wire. pit. Use a metering pump of sufficient accurncy on each. liquid 
piped with baclc-flow prevention, to produce the liquid blend using an in-line-mixing device {such liS-a 
staticTmix:er). 

DOSAGE: For optimal stobilizarioii, ad'd Nalcon 60620 stabilizer. to active chlorine at a molar mHo 
between 1: t and 2:1. For fuod Contact, usc no more lhan needed to achieve I he desired effect. 

NOT FOR USE!NFISHBEARING WATERS.· 

Nalco Company 
1601 West Diehl Road 

Napci'Ville., IL 60563-1198. 
EMERGENCY PHONE NO. {800) 424-9300 

Revised: 07/25/2007 THiS P.RODUCT IS NOT REGULA TED DURJNG TRANSPORTATION. 

',-:. -~·· 
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NALCO 
LOT NO. 

9.11b/gal 
DENSITY I NET WEIGHT 

FDA: 21 CFR 176.170 Components of paper and 
paperboard in contact with aqueous and fatty foods and 
21 CFR 176.180 Components of paper and paperboard 
in contact with dry foods., 21 CFR 176.210 Defoaming 
agents used in the manufacture of paper and 
paperboard. Hazardous ingredients may be listed 
under State Right-to-Know. 

KOSHER: This product has been certified as 
KOSHER/PAREVE for year-round use INCLUDING 
THE PASSOVER SEASON by the CHICAGO 
RABBINICAL COUNCIL 

NFPA 

Degree of Hazard 
4= Extreme 
3"'-High 
2= Moderale 
1 =low 
0 = Insignificant 
"==SeeMSDS 
UNLESS OTHERII'i!SE 

MA!Il'lli'!.S.A. 

A 
KOSHER 

HMIS 

Proprietary Halogen Stabilizer 

CAUTION! May cause irritation with prolonged contact. Do not 
get in eyes, on skin, on clothing. Do not take internally. Use with 
adequate ventilation.· In case_ of contact with eyes, rinse 
immediately with plenty of water and seek medical advice. After 
contact with skin, wash immediately with plenty of water. Wear 
suitable protective clothing. 

STATE RIGHT-TO-KNOW: 
Inorganic salt ... Proprietary 

A TIENTION: For more information refer to the material safety data sheet. 
Empty containers may contain residual prq_duct DO NOT reuse containers 
unless property reconditioned. 

Nalco C.ompany .Plant 140 • 
Ellwood City North Plant 125 Nalco Way;ELLWOOD CITY, PA, USA '16117 

72+7 5.2::!l2Uir-o·;,.;· i"" · 
-' , . .,_ . ,• ' 

Material: 60620.91 . Generat.Od:··10/29/2007 

U.S. DOT Shipping Name: PRODUCT IS NOT REGULATED DURING TRANSPORTATION 
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. ·NNALCO --""'-" 
OxiPRO"' Deposit Control Technology PROPOSAL ..... 
Thank you for the opportunity to review our OxiPRO"' Deposit Control 
Technology. 

Please find enclosed our proposal outlining how OxiPROTM, can benefit th .. -- . 

Nalco's OxiPRO'" Deposit Control Technology offers improved paper machine 
efficiency by controlling microbial-based deposits through: 

o Innovative chlorine stabilizing chemistries 
a A combination of new and unique proactive monitoring tools, 
o Application expertise & strategies tc maximize performance 

Resulting in: 
a Improved system stability 
o Reduced treatment cost 
o Reduce sheet defects 
a Increased uptime. 

We thank you once again for this opportunity to work with you and look forward 
to discussing this proposal with you In more detaU. 

Sincerely, 

cc 

1 
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'' .·NNALCO ---OxiPRO~ 

.liiiliiliiit Control Technolo~y PR!>POSAL 

for OxiPRO"' microbiological control program for 

Nalco's OxiPRO'" Deposit Control Technology Is a stabilized oxidant program. It 
takes an oxidant that has been blended with caustic on site and stabilizes it with 
our unique chemistry. A specially designed feed system insures the oxidant is 
completely stabilized. Nalco's online microbiological monitoring unit provides 
continuous real time results for proactive control. 

Nalco's OxiPRO'" innovative oxidant stabilizer program can provide. with 
these benefits: 

• The most economical microbiological treatment program for neutral 
conditions 

• Consisiently meet or extend boil out target periods. 
• Greater- system assurance through online monitoring 
• Longer equipment life due to a less corrosive chemistry. 
• Improved runnablllty of machine and converting due to less holes/deposits 

creatf ng sheet defects and breaks 

Specific Potential !lenefits for tbe-MJJI 0Q!!tlltlon: 
• Innovative chlorine stabilizer 

Nalco has several stabilized oxidants that can be utilized for your system. 
Testing and Nalco experience has shown that Nalco 60620 Is most effective in 
your system. 

• Improved Silo treatment strategies to minimize biomass 
Nal:o's OxiPRO'" program creates stabilize oxidants that provide extended 
control even in the most demanding systems. Nalco will employ a slug feed 
to help Improve system deanllness while minimizing adverse ertects of high 
free chlorine residuals on machine perfonmance and paper quality. 

• Real-time microbial monitoring for greater system assurance and 
optimization. 
This program comes with Nalco's new patent pending online continuous 
microbiological monitoring unit for optimum proactive control. Real time MB 
monitoring allows for Immediate response before a system upset can occur. 

2 
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NNALCO Ox:iPRO~ ---
•· •):lmjtrovedcMachine Efficiency. 

Eliminating biological upsets will help Improve wet end stability. Improved 
machine and converting runnability due to less microbiological holes/deposits. 

! Program Objective 'and S'uccess Criteria: 
• Be safe and reliable at all times 
• Maintain a clean paper machine system with no microbiological deposits. 
• Provide timely monitoring data for proactive control. 
• Have no negative impacts on wet end chemistry. 
• Provide service needed to maintain the program in peak performance and 

document the results 

Program Cost: 
The program would be billed on a price/ton basis. lt 
Nalco 60620 and Naloo BL 409 
Bleach, 12.5% 

This pricing also includes: 

$2.35/swt . . __ 
Supplied by---in totes or bulk 

• One feed systems capable of feeding 4 addition points. 
• One OxiPRO"' Monitoring unit. ;. ;: 
• Nalco service and support program. 
• Nalco maintains ownership of the feed and monitortng equipment. 
• A water softener if needed. 

~ould provide the following: 
• aean water for final dilution. 
• Assistance Installing the equipment. 
• Electrical and piping oonnectlons to the units and feed points. 
• Wireless or Ethernet oonnectlon for monitor information transfer. 
• Bleach in totes or bulk storage o~ ,_ 

Discussion: 
Nalco's OxiPRO'" Deposit Contrd Technology program for-includes 
feed equipment, monitoring equipment, a stabilized oxidant program, and on-site 
service. This discussion will provide details and supporting information for the 
proposed program. 

stabilized Oxidant Chemistry: 
OxiPRO"" Technology combines a stabilizer (Nalco 60620) blended on site by the 
feed skid with commercially available 12.5% sodium hypochlorite and NaDH. 

3 
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,NNALCO OxiPRO~ ---
OxiPRO"' Deposit Control Technology PROPOSAL 

The stabilizer Is detennlned by a screening performed at the Nalco Technical 
Facility utilizing ycur furnish. 

The stabilizer of choice from the testing Is Nalco 60620. It showed to have the 
best low concentration kill as well as the best high concentration persistence 
when compared with the other productS. 

This product has shown to be effective In similar environments both in the lab 
and in mill experience. This prOduct is cun-en~y being utilized in multiple tissues 
and towel mills with great success. 

OxiPROTM Feed System 
The feed skid blends the chemistries In the appropriate ratios and delivers the 
stabiliz<id oxidant to the paper prooess. Below Is a simple flow sheet of the feed 
skid operation. The feed skids can be designed to run in a slug configuration or a 
continuous operation. For the- system we recommend Utilizing a slug 
feed operation to assure proper coverage and cost effectiveness. 

12.5% N-60620 
Sodium Stabilizer 

Hypochlorite 

l Paper H_ Mixing l .I Mixrng I 
Tee _j Tee 1 

Process 
50% 

Sodium 
Hydroxide - Dilution 

Water 

Addition Points 
Nalco recommends the following addition points forth- operation. These 
points could change or be reduced pending system requirements as the program 
Is optimized. 

1. TM Silo 
2. TM Shower Water Tank 

r 

4 
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NNALCO OxiPRO'" ---
OxiPRO"' On-Line Monitoring 
Nalco's on line monitor is an important part of this system. This unit was 
developed by Nalco to provide real time informa~on and true proactive control. 
The unit continuously monitors four system conditions: 

1. Microbiological activity level 
2. Overall fouling rate 
3. ORP 
4. PH 

The unit monitors a head box or white water system side stream and the sample 
can be returned back to the process. An internet connected computer or cell 
phone can access the data Immediately either on-site or remotely. Target 
control ranges can be set for each parameter and the unit will send alarms to a 
computer or by cell phone text message alerting the local team to take action as 
required. 

The following is actual data from the monitor that a Nalco representative used to 
prevent a lost time upset. Similar incidents at this mill before the monitor was 
Installed caused six hours of lost time. 

September 2008 

~"-"NALCO 

5 
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OxiPRO~ _ ......... _ 
Control PROPOSAL 

Traditional Microbiological Monitoring 
In addition to the online monitoring, Nalco performs standard microbial surveys 
using plate counts and chlortne residuals as required. ATP monitortng Is also 
used to help calibrate the monilDr target control ranges and troubleshooting 
variations in the process. 

Nalco Service Program 
Our experienced local Nalco team will provide regular service for the program. 
Our service program will be tailored lD your needs and may Include: 

• A Nalco representatiVe in the mill 
• On call coverage 24 hours, 7 days a week. 
• Regular maintenance and repair of the feed and monilDring equipment. 
• B~weekly reports summarizing program performance 
• Weekly machine lnsjleclion for MB deposits with more detailed Inspection 

during outages. 
• System trouble shooting as required. 

we look forward to discussing the value Nalco's OxiPROTM Deposit Control 
Program can give- We want to thank you for the opportunity lD 
service your facili~ request for this proposal. . 

G 
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Questions on Nalco OxiPRO System 

I. What are the reactions that create the active ingredient? 

The stabilizers in the OxiPRO system when mixed with bleach in a specified ratio 
form a unique stabilized chlorine intermediate prior to being introduced to the 
paper making process. The stabilized chlorine intermediate ensures that the 
chlorine is not consumed by the organic components of the papermaking process 
such as fiber, and filler. This increases the opportunitY for the stabiJized 
intennediate to come in contact with planktonic bacteria or bacteria in a biofilm 
and then hydrolyze the chlorine back to hypochlorous acid --the biocide. 

2. What is the mechanism of disinfection? 

Disinfection is completed through the action of hypochlorous acid on bacterial 
membranes, and oxidation of sulfhydryl groups. 

3. What species of chlorine are present? 

Hypochlorous acid is present in the beginning and the end of the stabilization process. 

4. What are the by-products.(Spent Waste Products)? 

Sulfate in the case of60620, Hydantoin in the case of 03P0125, minor organic salt in the 
caseof60615 

5. What are the health hazards of the active ingredient.? 

The active ingredient is hypochlorous acid (HOCl). The health hazards of HOCI are 
well known an documented. 

7 
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Why are we running this trial? 

• Opportunity to Improve Operations: 
• Cleaner water system 
• Fewer sheet breaks, defects, and rejects 
• Reduced downtime 
• Increased machine speed 

e Bottom line: 
• Increase safety if the program can eliminate bailouts 
• Increase machine efficiency if reduce downtime 
• Better quality of less holes, defects and sheet breaks. 

3 
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Why did we chose this program? 

• Meets our goals 
• Better monitoring tools 

• New chemical technology with OxiPRO 

• Direct comparison with other programs: 
• Bailouts only 
.. Stabilized Chlorine- OxiPRO 

• DBNPA 

4 
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Current Program 
What are our goals for a biocide program: 
o Safety 
o No wet end deposits or breaks related to microbiological 
o No sheet quality issues 
ct No boilouts/Wash-ups/Headbox deposits 
o No impact on other chemistries 

Current Microbiological Program: 
o Current biocide program doesn't attack slime formers on Wand- and no 

program on- Using Bleach & DBNPA. 
G Monitoring with weekly plate counts and ORP 
o Bailouts when problem occurs 
G Other 

• pH and temp range is good for filamentous and slime formers 
• Lower free chlorine in mill fresh water (<.5ppm) 

Trial will help determine the Program to meet our goals on PM5 
o Better data analysis == better decisions & optimization. 

5 
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Better Monitoring 

e Current Monitoring 
• Manual sampling 
• No formal program 
• Time lag for data 
• Reactive to problems on the machine 
• Plate counts and ORP only 

e Monitoring during Trial 
• Automated and Manual sampling 
• Formal monitoring program 
• Real time data for biofouling and ORP 
• Ability to be Proactive to prevent problems 
• Alarm if problems occur 

6 
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Situation without 
Stabilization 

Biofilm Control 

The free chlorine is lost 
by reacting with the 
surface of the biofilm. 

Situation with 
Stabilization 

The chlorine is 
released inside the 
biofilm matrix. 

Stabilizer 

NaOCI 

7 
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• Timeline: . 

11 June 24 

Trial Plan Details 

-Monitoring Only (Boilouts) 

11 Aug I Sept - OxiPRO (2 months) 

• Oct I Nov - DBNPA (2 months) 

• Feed Strategy and Application 

8 
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Feed Strategy and Application 
12.5% N-60620 

Sodium f- Stabilizer -Process HYPochlorite 
•Machine Silo r-1 Mixing .I Mixing ! 

Too I T<e I • Clarified Shower 
50% Water 

Sodium 
Hydroxide Dilution 

Water 

OxiPRO Location and Estimated Dose 
• Machine Silo (Based on 65,000 gal, 12 ppm as total chlorine) 

• 65 GPO 60620, 38 GPO Mill Bleach 
• 45 min slugs, 4 times per day 
• Eliminate head box and approach system biological deposition 

• Shower Water Chest (Based on 40,000 gal, 10 ppm as total chlorine) 
• 5 GPO 60620, 2.5 GPO Mill Bleach 
• 1 0 min slugs, once per day 
• Provide kill and preservative for shower water and mist areas 

9 
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Logistics 

o Locations of the chemicals and feed system 

• ·Temporary trial set up 

- In the basement, by pressure weir 

- Move existing totes to other locations 

• Long term plans 

- Hard piped to existing systems 

• Monitoring system details 

• Feed system details 
• Component of the feed system 

10 
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OxiPRO™ Feed System 

o Fully automated to ensure safety and 
quality of product 

o DCS connections available 
• Start/stop, flow rates, interlocks, 

etc 
o Push water tie in, automatic flush 

water sequence 
o All mixing and splitting done on skid 
o Temperature monitoring to ensure 

proper ratios and safety 
o Ability to shut down one addition point 

while running other(s) 
o Nalco owned and maintained 

12 
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3 Component with Drive Water 
Basic Configuration: 3 Component with drive water 

Stabilfl:l:er 
60620 

Bleach 
7341 

Registered fOf Pulp and 
Paper Applications 

~-----

Potltlve displacement pump 

~--@-·1 
I , 

L_ ________ ~ l ! 
8 

Caustic 
BL-409 

Pjijlve displacement pump 

I * 

Soft Drive 
Water 

I 
I 
I 
I 
I 
I 
I 
I 
I 
I 
I 
I 

___ I 

1 

2 

Process 

.---------

HOlE 2; SQ11 welor r~qUitt!d to prn><>nl oeallng 

U01E4:Tee and Sto.Uc MtJ<eronl~ 

NOTE 5: TemperliiUie rnea~u<emMl 

13 
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Safety 

• Chemical hazards review 

• Loading and unloading safety 
• Temporary operations SOP to refill totes . 

• Long term - hard piped 

• Nalco rep to handle refills, PM. operator to truck totes 

• SOP review 

• Feed system safety 
• Temporary piping (tube in tube) 

• Other safety concerns 

14 

--------~------------------- -
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UNITED STATES ENVIRONMENTAL PROTECTION AGENCY 

WASHINGTON, D.C. 20460 

JUL l 5 100l 

Mr. Carl Watson, Ph.D. 
Sr. Regulatory Toxicologist 
Buckman Laboratories, Inc. 
1256 N. McLean Blv. 
Memphis, TN 38108 

Subject: Busan 1215 
EPA Registration Number 1448-433 
Application Dated June 6, 2007 
Received Date June 11, 2007 

Dear Mr. Watson: 

OFFICE OF 
PREVENTION, PESTlCIOES ANO 

TOXIC SUBSTANCES 

The following label revisions submitted in connection with registration under the Federal 
Insecticide, Fungicide and Rodenticide Act (FIFRA), as amended, Is acceptable. 

Proposed Labeling: 

0 New Use: Industrial water systems 

General Comment: 

Should you have any questions concerning this letter please contact Drusilla 
Copeland at (703) 308-6224 or Velma Noble (70) 308-6233 

Enclosure: Stamped Label 

si"J~ 
Velma Nobel 
Product Manager (31) 
Regulatory Management Branch I 
Antimicrobials Division (7510P) 

Interne/ Address (URL) • http:/Ntww.epa.gov 
RecyeledJRecyclablo • Printed with Vegetllble OU Bond lnka on Pracen Chlorine Fffll Recycled Pa,ar/Minlmum 80% Poatconsumer conlcnt) 
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EXHIBITF 
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Busan 1215 Feed System 
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EXHIBITG 
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Dlf\OHRAIII V>l\[ --jj~( 

BURKERT fLOW SENSDR--if'f..-

25MM PIC --ij-j--

0 

FUTlJRE USE 

:Jiil;;;;;;;;;-;;- SOLENOIDS 

POLYPROPYLENE ENCLOSURE 

IFM FLOW SWITCH 



124

EXHIBITH 



125

Busan 1215 Feed System Diagram 
Set water flow rate with valve 9 

Emergency 
flush water 

Application 4 
12" 

Application 3 

Application 2 

Application 1 

~20 

Busan 1215 
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1 start 
i 

# I description posit10f1_ 
········-----~'"!"~----~--- """ -----------"""""-"'" ---~--" --- --~- ---

_:t.J\rVater filt_er:._!J_ypass~--- ---~-------~~------+c:..cl:..::o_s=-=e·d=--
__ 2j \rVater filter inlet_ _ _ _ ______ ---------~--+0'--')Pc.__te'-'n.'----.--_?_f w~ter _!i~~~r outl~!- ___ __ _ __ ------------+-0'-')P,_'e=-=n-'---.--~ 

4 ,water filter drain closed 
------~---~--------~---- .. -~-~--~~- ---·-- -- ----~---- __ ,_, __ , __ _:___c.:;: ___ . -

5 !water booster pump bypass closed 
-~-+-------- ~---·---- ----~-----·-----~ -----· --+--·---~~--

6 1 dilution water drain sample tap closed 
·--~-------·- ---··· ---··· -- -~-------

_}' __ J-<:I_~ution...,ate_r:.__supply --·-·-·-·····-···· -~~>n=-------~ 
_ l!_[__e111ergency flush~upply_ _ __ _ _ __ .. J. ope_n __ 

9 dilution waterfl_ow rate adju~tment___ j_()pen 
10 sample tap Bus an mixture to applications i closed 

-- 11- : applicatio;:;-p-C.inT 1 o~tlet ----- - -- ---Top en--
----·----~---~-- .. ·-~ ----~--- ·-- ''""" -~ ---------·------- """""-'(""""""""""""""""""""'"" 

_12 __ ! applica_t~()n poi11t2, 3,_<1_(1utlet___ _ _ --~- 1 open_ __ 
!3 I Bu~an_1215_I111~!_-------~ _______ . ______ j_open__ __ _ 

_ ~llsa111215~tl'"aJ11er isolation val.'l'_e _____ j()pen__ .. -
15 1 Busan 1215 calibration column inlet I closed - ~-~-;-----~- -----"-'""" ____________________ ~--~~---- .. --.---~·----~-"'"'""' ____ _ 
16 1 Busan 1215 outlet I open 

-·-----1-----~-------~--------·- ···--- --~--~----- ---:-------------
17 I Bleach inlet 1 open 

"""'-""-j"-----~--~~---"·"--~-----------·------ ,_,_,, _______ ~------ .. - ·-""'1 ________ , __ 

18 ll3le~c;l1 strai~t>risolati()_n_valve~. --"~----- ; open __ _ 
19 1 Bleach calibration column inlet I closed 

- 20 fsJeach 1215-outlet-------~"- --- - i open~---· 
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" 

-'i'A-HQ-OPP-2002-0162-0170 

~···· 

UNITED STATES ENVIRONMENTAL PROTECTIO CY 

WASHINGTON, D.C. 20460 , 11# 

July 24, 2002 

MEMORANDUM 

FROM: 

TO: 

SUBJECT: 

Kathryn::yle, CoChair llFG ~..._ B,J (l_ 

Keary Leifer, CoChair llFG ~~ 
Robert Forrest, Chief 
Minor Use, Inerts, and Emergency Response Branch 

IJFG Decision Documents on Reassessing Exemptions from the Requirement of a 
Tolerance for the Mineral Acids (Hydrochloric, Carbonic, Phosphoric, and 
Sulfuric) and their Ammonium, Calcium, Ferrous, Fenic, Magnesium, 
Potassium, Sodium, and/or Zinc Salts 

Collectively these Decision Documents cover four mineral acids and the salts ofth.ese 
acids. The individual Decision Documents are: (1) Hydrochloric Acid. and Salts, (2) Salts of 
Carbonic Acid, (3) Phosphoric Acid and Salts, and (4) Sulfuric Acid and Salts. The Inert 
Ingredient Focus Group reassessment is based on various conclusions of the FAO!WHO JOint 
Expert Committee on Food Additives, conclusions of various FDA GRAS (Generally 
Recognized As Safe) Assessments, information previously used by OPP as part of the 
reregistration process, and other information available on government websites. 

In tota146 exemptions from the requirement of a tolerance in 40·CFR 180 are reassessed. 
This total consists of 18 in the phosphoric acid document, nine in the ~ydrochloric acid · 
document, six in the carbonic acid document, and 13 in the sulfuric acid document. 
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• 
• • 

INERT INGREDIENT FOCUS GROUP 

DECISION DOCUMENT for 

Hydrochloric Acid and Salts 

Petition No.: no 

Tolerance Reassessments?: yes 

Chemical Category/Group: mineral acid and salts 

The following describes the variou~ ways that hydrochloric acid and its salts are used. 

Table 1: Use Pattern (pesticidal· inert ingredient) 

' Chemical Name PC Code 40CFR htcrt Use Pattern (Pesticidal) Current htcrt List 
180.1001 

hydrochloric acid 045901 (o} solvent, neutralizer 3 
845901 

anunonium chloride 900327 (o} intensifer, fire suppressant 4B 

calcium chloride 875605 (c), (e) stabilizer 4B 

ferric chloride 834901 (d) limitation of 2%, 4B 
suspending, dispersing agenl 

magnesium chloride Ot3902 (o} 
813902 

safener 4B ' . 

potassium chloride 813904 (o} solid diluent, carrier 4B 

sodium chloride 800012 (o} solid diluent, carrier 4A 

There is also a tolerance exemption for sodium chloride in 40 CFR 180.2. 

Use Pattern: (pesticidal- active ingredient) 

At this time, only hydrochloric acid and magnesium chloride are used as active 
ingredients. Hydrochloric acid is used as a disinfectant in 48 products. Many of these products 
are toilet bowl cleaners, with concentrations of hydrochloric acid ranging from 9.5 to 60%. 
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However, potable human drinking water systems, meat and poultry processing plants, and 
hospitals are also use sites. Magnesium chloride is used as an herbicide at iceplants in only one 
product. There are no longer any EPA-registered active ingredient uses for any of the other 
above-listed chloride salts. 

Table 2: Use Pattern (FDA GRAS) 

Chemical GRAS Citation GRAS Uses 

hydrochloric acid 21 CPR 182.1057 neutralizing agent, . 

ammonium chloride 21 CPR 184.1138 dough strengthener, flavor enhancer, 
leavening agent, processing aid 

calcium chloride 21 CPR 184.1193 anticaking agent, <Wtimicrobial agent, 
curing or pickling agent, firming agent, 
flavor enhancer, humectant, nutrient 
supplement, pH control agent, proCessing 
aid, stabilizer and thickener, surface-active 
agent, synergist, texturizer . 

ferric chloride 21 CPR 184.1297 flavoring agent 

magnesium chloride 21 CPR !84.1426 flavoring agent and adjuvant, nutrient 
supplement 

potassium chloride 21 CPR 184.1622 flavor enhancer, flavoring agent, nutrient 
supplement, pH control agent, stabilizer or 
thickener 

Ammonium chloride and calcium chloride also have uses in food contact surface 
sanitizing solutions under 21 CFR 178.1010, 

2 
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Table 3: Use Pattern (non· pesticidal): 

Chemical Uses 

hydrochloric acid in the production of chlorides; refining ore in the production of tin and tantalum; to neutralize 
basic systems; laboratory reagent; hydrolyzing of starch and proteins in the preparation of 
various food products; pickling and cleaning of metal products; as catalyst and solvent in 
organic synthesis; for oil- and gas-well treatment; in removing scale from boilers and heat-
exchange equipment; pharmaceutic aid (acidifier). 

ammonium solutions for eye irrigation, fertilizer. dyeing, electroplating, safety explosives, .Justering 
chloride cotton, washing powders, electrolyte for dry cell batteries, soldering, metal and 'refinishing 

flux, ·galvanizing 
calcium chloride used for antifreeze and refrigerating solution, in fire extinguishers, to preserve wood and 

stone, ice m:inufacturing, glues, cements, fireproofing fabrics, automobile antifreeze 
mixtures, to melt ice and snow, as coagulant in rubber manufacturing, as size in admixture 
with starch paste, in concrete mix.es to give quicker initial set and greater strength, 
freezeproofing of coal and Ores, dust control on unpaved roadS, sizing and finishing cotton 
fabrics, as brine for filling inflatable tires on tractors to increase traction. 

ferric chloride treatment of sewage and industrial wastes; etching agent for engraving, photography, and 
printed circuitry; condensation catalyst in Friedel-crafts reactions; mordant; oxidizing, 
chlorinating, and condensing M.ent; disinfectant; ohanent; feed additive; water ourification. 

magnesium source of magnesium metal, chemical intermediate for magnesium oxychloride for cement, 
chloride catalyst, flocculating agent, agent in fire extinguishers, agent in textile and paper 

manufacturing, component fo~ ceramics, fireproofiitg agent for wood~ component of 
refrigerating brines 

potassium chloride fertilizer component (primary plant nutrient); chemical intennediate in production of other 
potassium salts; photography; merlical uses both orally and intravenously for treating 
ootassium deoletion states; dietarv suonlement 

sodium chloride In the production of chemicals (sodium hydroxide, soda ash, l1ydrogen chloride, chlorine, 
metallic sodium), ceramic glazes, metallurgy, curing hides, food preservative, food 
seasoning, mineral waters, soap manufacture (salting out), home water softeners, highway 
deicing, regeneration of ion-exchange resins, photography, herbicide, fire extinguishing, 
nuclear reactors, mouthwash, medicine (heat exhaustion· intravenous solutions for fluid 
replacement), saline solutions for eye wa~hes and contact lens solutions, salting out dyesruffs, 
sunercooled solutions. 

It should be noted that ammonium chloride and potassium chloride have uses as 
fertilizers. Plants need various elements (metals and non·metals) for proper growth, Especially 
for agricultural crops, "plants are supplied these elements as part of chemical fertilizers. The most 
important elements for plant growth are nitrogen, phosphorus,_and potassium. Other metals 
needed in the soil for plant up-take are calcium, magnesium, iron, and trace elements such as 
zinc. Both potassi:um chloride and ammonium chloride are intentionally added to growing 
agricultural crops as needed to promote plant growth. 

3 
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Assessment of Hydrochloric Acid and its Salts 

Hydrochloric acid and its ammonium, sodium, potassium, calcium, magnesium, and iron 
salts are being assessed as a group due to their chemical similarities. Due to its acidic nature the 
toxicity of hydrochloric acid will be different from those of the more neutral chloride salts. 
However, the chloride salts all contain the chloride ion and thus share some common 
chemistries. A major focus of this assessment is the work previously perfonned by FDA in 
assessing the safety of these chemicals as food additives. 

1. PhysicaVChemical Properties: 

The physical and chemical properties of hydrochloric acid and its vaftous salts are 
described in the May 7, 2002 EFED Assessment. See attached. 

2. Information Sources: 

The following information was used in performing this assessment. The available 
information consisted of information retrieved from various websites, such as:-
• EPA (www.epa.gov), 
• NIOSH, (www.cdc.gov/niosh/ipcsneng/nengl184.html), 

(www .cdc.gov/niosh/ipcsneng/nengl 05l.html), 
(www.cdc.gov/niosh!ipcsneng/neng0764.html), 
(www.cdc.gov/niosh!npg/npgd0229.htm0. and 
(www.cdc.gov/niosh/npg/npgd0346.html) 

• TOXNET ( www.toxnet.nlm.nih.gov.), 
• WHO (www.inchem.org/documents{jecfaljecmono/vOSje83.htm) and 

(www.inchem.orgldocuments/jecfaljecmono/40abcj43.htm) 

Various FDA GRAS Assessments were used, as well as, the FAO!WHO Assessments._ 

3. NIOSH (National Institute for Occupational Safety and Health) 

The NIOSH Pocket Guide for hydrogen chloride indicates that hydrogen chloride is a 
colorless to slightly yellow gas with a pungent, irritating odor.lt is nonflammable. Additional 
information on the NIOSH web-site included the Occupational Health Guideline for. Hydrogen 
Chloride. Hydrogen chloride gas irritates the eyes, mucous membranes, and skin. The current 
OSHA standard for hydrogen chloride is a ceiling of 7 mg/m3

• Ingestion of hydrochloric acid 
can cause severe burns of the mucous membranes of the mouth, esophagus, and stomach. 

The NIOSH International Chemical Safety Cards for magnesium and calcium chloride 
indicate that TL Vs (Threshold Limit Values) have not been established. Both chemicals can 
irritate the skin and the respiratory tract, and when dissolved in water liberate a considerable 

4 

-·'· 
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amount of heat. 

According the International Chemical Safety Card for ammonium chloride, the substance 
irritates the eyes, the skin and the respiratory tract. The 1L Vis established only for the fume. 

' \ · The NIOSH International Chemical Safety Cards for iron salts (soluble, as Fe) which 
includes ferric chloride indicates an exposure limit of 1 mg/m3 (time weighted average). 

4. Acid Characteristics 

An acid is a substance that when dissolved in water yields H'" ions. The increase of the 
concentration of the H+. ions lowers the pH. Mineral acids contain a non~metal such as 
phosphorus, nitrogen, sulfur, or chlorine which may or may not be combined with oxygen. 
When combined with oxygen; these anions can be referred to as oxyanions. Strong acids are 
those acids that when dissolved completely transfer their H+ ions to water. Hydrochloric acid is 
an example of a strong acid. 

5. Cations: Sodium, Potassium, Calcium, Magnesium, and Iron 

Generally, a salt of a strong acid, such as hydrochloric acid, when dissolved in water 
dissociates to yield the chloride ion (an ariion, which is negatively charged) and a positively· 
charged cation. In the human body, these salts Iend to dissociate and tlills, forth~ moS:t part, 
react in the body as the anion and the cation. 

Metals such as calcium, sodium, magnesium, potassium, and iron are also required for 
proper functioning of human biological systems. For risk assessment purposes an important 
feature of these metals is that overall the body does have an effective means of processing them. 
The primary means of exposure to these cations is ingestion. Four of the most common cations 
required for functioning of human biology are: sodium, potassium, calcium and magnesium. 
Chemically, sodium and potassium belong to the same chemical family: calcium and 
magnesium belong to a different chemical family. 

Sodium: 

The average human body burden of sodium is approximately 20 grams (g) for a 70 
kilogram (kg) adult. The sodium cation is necessary for the nerves and muscles to function 
properly. It is the principal cation of extracellular fluid, and helps to maintain the body's water 
balance. These electrolytes, the electrically charged ions in the body fluids, consist to a great 
extent of sodium and potassium. There is no Recommended Dietary Allowance (RDA) for 
sodium. 

Potassium: 

5 
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The average human body burden of potassium is approximately 140 g for a 70 kg adult. 
The potassium cation is important in regulating blood pressure, regulating cellular water content, 
maintaining proper pH balance, and transmission of nerve impulses. It helps to regulate the 
electrical activity of the heart and muscles. The potassium RDA is 900 mg/day. 

Calcium: 

The average human body burden of calcium is approximately I kg for a 70 kg adult; or 
I !70th of our weight is calcium. The calcium cation is necessary for bof).e and teeth formation. 
It is also important for the proper functioning of nerves, enzymes, and muscles, and plays a role 
in blood clotting and the maintenance of cell membranes. The RDAs for calcium are 1000 
mg/day for adults aged 19 to 50 years and 1200 mg/day for ind~viduals older_ than 50 years. 

Magnesium: 

The average human body burden of magnesium is approximately 20 g for a 70 kg adult. 
The magnesium cation is also used in building bones. It plays a role in f~?leasing energy from 
muscles and regulating body temperature. The RDA for magnesium is 310 to 320 mgfday for 
adult females and 400 to 420 mg/day for adult males with the RDA increasing. with increastrig 
age. 

Iron: 

Another common metal cation that is needed for functioning of human biology, but in 
smaller amounts often referred to as trace, is iron. The human body burden of iron is 
approximately 4.1 g for a 70 kg adult. Iron functions as a carrier of oxygen. The hemoglobin 
molecule in blood transports oxygen from the lungs to the cells. The myoglobin molecule 
supplies oxygen to muscle cells. Iron deficiency is characterized by anemia, stunted growth, 
fatigue, and lowered resistance to infection. The RDAs for iron are 10 mg/day [0.14 mglkg/day 
for an adult (70 kg) male (25 to 50 years)] and 15 mg/day [0.25 for an adult (60 kg) female (19 
to 50 years)]. Pregnant and nursing woman have increased requirements for iron. 

Dietary iron is poorly absorbed. The intestinal mucosa is a limiting factor in iron 
absorption. Normal absorption is about I mglday in an adult male, and about 1.4 mg/day in an 
adult female. Absorption occurs in the divalent (ferrous) form, which must then be oxidized to 
the trjvalent (ferric) form for use. Acute toxicity of iron ingested from normal dietary sources 
has not been reported. However, death especially in young children has resUlted frOm illgestiOri 
oflarge overdoses of medicinal iron. (doses ranging from 40 to 1600 mglkg ~average 900 
mg/kg). It is noted that the iron from ferric salts is less well absorbed than that from ferrous 
salts. 

6. Ammonium Salt: 

6 
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Ammonium chloride dissociates to the chloride anion and the positively charged 
ammonium cation (NH/). Humans cannot convert atmospheric nitrogen to any form that can be 
used as part of any of the various metabolic cycles. Therefore, reduced nitrogen (NH4+) has to 
enterthe body from an outside source. These sources are the nitrogen~containing amino acids in 
protein which are consumed daily as part of the diet. Although the human body can pnxl.uce 
some amino acids, ten amino acids are considered "essential'' amino acids, i.e., they must be 
consumed in the diet. 

Generally the body works to maintain a balance of nitrogen intake and nitrogen 
excretion. The estimated daily ammonia intake through food and drinking water is 18 mg. In 
contrast, 4000 mg of ammonia per day are produced endogenously in the human intestine. 

Ammonia and the ammonium ion are integral components of normal human metabolic 
processes. Ammonia is released following deamination that occurs when protein is used by the 
body for energy production. The liver converts ammonia via the urea cycle into urea -According 
to FDA in the "Evaluation of the Health Aspects of Certain Ammonium Salts as Food 
Ingredients" (1974), "the normal liver so ieadily detoxifies ammonium ion from alimentary 
sources that blood concentrations of ammonium salts do not rise to the_ levels necessary to evoke 
toxic response." Approximately 80% of the body's excess nitrogen is eliminated through the 
kidneys as urea, approximately 25 to 30 grams per day. · 

7 
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7. Toxicological Profile Table 

With the exception of the information in IRIS (Integrated Risk Information System), the Agency has not reviewed any of the 
toxicological studies in the following table for hydrochloric acid or any of its salts. The reviews of these studies were obtained from 
Toxnet, as well as other government websites. 

Table 4: Toxicological Profile 

Chemical Toxicity Other Information 

Hydrochloric Acid Severely corrosive by all routes as IN solution; CERCLA Reportable Quantity: greater than I 0 \b (4.54 kg); 
IRIS RfC ::: 2 x 2"2 mg/tn3 based on hyperplasia of nasal mucosa, Hazardous Air Pollutant (HAP) chemical; 
larynx and trachea in rat chronic inhalation study; LOAEL::: 15 
mg/m3 {I Oppm); 

1995 production 7.33 billion lbs; 

Chemical has no systemic toxicity associated with exposure 
except the acute effects of corrosion/ irritation depending upon 
the pH of the solution. 

Ammonium Chloride Mild skin and respiratory system irritant; CERCLA Reportable Quantity: greater than 5000 \b (2270 kg); 
Dust irritating to eyes; 
Ingestion of 40 to 50 g over a short period would be expected to 
exhaust available body buffers of the average adult and produce 
potcn.tial\y fatal acidosis. Mild acidosis occurs at a dose of 2 g; 
One sixth molar ammonium chloride was given to mice orally in 
the drinking water after day 7 during pregnancy and although the..._ 
offspring were small sized no congenital defects were found; 
Absorbed almost 100% in the gastrointestinal tract 

8 
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Magnesium Chloride Rat oral LD~0 = 2800 mglkg; signs: convulsions, changes in Deliquescent 
respiration and cardiac function; US production 1972 8.6 x 1011 grams 
Drug use as electrolyte replenisher in hemadialysis and peritoneal 
dialysis fluid; 
Cathartic; 
90-day study in rats with magnesium chloride hexahydrate-
doses: 0, 0.1, 0.5, 2.5% in diet -NOAEL= 2.5% (highest dose 
"-'too (HDT)); 
Developqtental study in rats with magnesium ehloride 
hexahydrate -doses: 0, 200, 400, 800mglkgfday 
NOAEL= 800mgfk:g/day (HOT); 
Carcinogenicity study in mice with magnesium chloride 
hexahydrate -doses 0, 0.5, 2% in diet for 96 wks-not 
carcinogenic 

Calcium Chloride Rat oral LDw = 1000 mglk:g; Hygroscopic; 
Mouse LD50 = 1940 mg/kg; Liberates heat during water absorption and on dissolution; 
Anhydrous form irritating to skin, eyes and mucus membranes US production 1993 1.4 billion lbs 

Ferric Chloride Rat oral LD10 = 0.5-5 glkg added to bottled water; Hygroscopic; 
Skin, eye and mucous membrane irritant; CERCLA Reportable Quantity: greater than I 00 lb (45.4 kg); 

Carcinogerricity study in rats at doses ofO, 0.25. 0.5% in US production 1.2 x lOu grams; 
drinking water was negative; iron drinking water guideline 300 ug!L 
Ex. cess ingestion of iron produces liver toxicity; 
Acute ingestion of 0.5 g of iron prodoces severe toxicity 

9 



138

Potassium Chloride Rat oral LD~ = 2600- 3020 mglkg; US production 1980 = 3 x 1011 grams; 
Mild eye irritation for rabbits; OSHA PEL= 15 mg!m3, 5 mg!m3 for respirable particles 
Irritating to skin and mucous membranes; 
Commercial dietary salt substitute; 

Sodium Chloride Skin, eye and mucous membrane irritant; Common table salt, sea salt 
Affects blood pressure in humans; 
Average daily intake of US citizens l 0-12 gtday with 3 g 
occurring naturally, 3 gadded in cooking, 4-6 g in processed 
foods 

' 
10 
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8. OPP REDs (Reregistration Eligibility Decision Document) 

Mineral Acid RED 

The following information on the acute toxicity of hydrochloric acid was in the 1993 
RED: The oral LD50 is 1000 mglkg, toxicity category ill. The dermal LD 50 is > 2000 mg/kg, 
toxicity category ill. Hydrochloric acid is toxicity category I for eye and dermal irritation. No 
other toxicological data were required based on the use patterns at the time of the RED and the 
corrosiveness shown in the acute studies for dermal and eye irritation. 

Inorganic Halide RED . 

This 1993 RED included sodium chloride. The oral LD50 (rat) is 3000 mglkg, toxicity 
category m. Sodium chloride was classified as moderate, toxicity category m for eye irritation, 
and mild, toxicity category N for skin irritation. Because of its abundance in the environment 
and low toxicity to humans, no additional-toxicity data were required. 

9. FDA GRAS (Generally Recognized As Safe) Assessments 

Hydrochloric Acid 

The FDA Assessment is titled "Evaluation of the Health Aspects of Hydrochloric Acid as 
a Food Ingredient" (1979). Hydrochloric acid has a variety of FDA approvals for food additive 
use. "Food stuffs to which hydrochloric acid has been added expose consumers predominantly 
to chloride ions and other chemical products resulting from its reaction to chloride ions and 
other chemical products resulting from its reaction with neutralizing agents or chemicals in the 
food. Free hydrochloric acid would be expected to be present in only minute amounts, if at all." 

The human stomach normally contains sufficient hydrochloric acid to maintain the pH of 
gastric juice at 1.5 to 2.5. The introduction of any hydrochloric acid into the stomach 
proportionally depresses the secretion of the acid by the stomach. 

According to FDA: 

"Hydrochloric acid in concentrated form is a strongly corrosive agent and the 
consequences of exposure to it are well-known. However, as it is used in food 
processing, or as a food additive to adjust the pH, hydrochloric acid is neutralized 
or buffered by the food to which it is added. Thus, human consumption is not of 
the acid, but of the chloride ion in the salts formed in the neutralization 
process ..... There is no evidence in the available information on hydrochloric acid 
that demonstrates or suggests reasonable grounds to suspect a hazard to the 
public when it is used at levels that are now current or that might reasonably be · 

I! 
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expected in the future." 

Ammonium Chloride 

The FDA Assessment is titled "Evaluation of the Health Aspects of Certain Ammonium 
Salts as Food Ingredients" (1974). 

"Ammonia and ammonium ion are integral components of normal metabolic 
processes and play an essential role in the physiology of man. Although there 
have been no significant feeding studies specifically designed to ascertain the 
safety threshold of ammonium compounds as food ingredients, numerous 
metabolic studies have been reported in the scientific literature. Extrapolation of 
these findings to the concentrations of ammonium compounds normally present 
in foods does not suggest that there would be untoward effects at such levels." 

Calcium Chloride 

The FDA Assessment is titled "Evaluation of the Health Aspects of Certain Calcium 
Salts as Food Ingredients" (1975). The estimated per capita daily intake of ca.lcium chloride is 
160 mg. Both the calcium and the chloride are common constituents of food and are 
metabolized by the normal metabolic processes in humans. 

Magnesium Chloride 

The FDA Assessment is titled "Evaluation of the Health Aspects of Magnesium Salts as 
Food Ingredients" (1976), Magnesium is (1) a dietary essential, (2) involved in many metabolic 
reactions, (3) important in electrolyte balance, and (4) present in fruits, vegetables, grains, milk, 
meat and fish. No chronic toxicity data were available. The "status of magnesium as a 
ubiquitous and essential dietary ingredient for the maintenance of homeostatic and bioenergetic 
mechanisms leads to the opinion that none of the available evidence suggests auy probable 
hazard when any of the GRAS compounds of magnesium is used as a food ingredient." The 
conclusion was reached that there was no available information on magnesium chloride to 
demonstrate, or suggest "reasonable grounds to suspect, a hazard to the public when ... used at 
levels that are now current and in the manner now practiced, or which might reasonably be 
expected in the future." 

Potassium Chloride 

The FDA Assessment is titled "Evaluation of the Health Aspects of Sodium Chloride and 
Potassium Chloride as Food Ingredients" (1979). The concentration of potassium in blood serum 
is maintained normally between 3.5 and 5 meq/L. 

"The available evidence indicates that in normal individuals potassium chloride 
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is well tolerated, and that metabolism quickly and efficiently adjusts potassium in 
the body to narrow homeostatic levels. Certain health conditions are known to 
affect the nonual homeostatic control of sodium and potassium in the body to 
narrow homeostatic levels. Certain health conditions are known to affect the 
normal homeostatic control of sodium and potassium metabolism, and patients 
with these conditions must adjust their diets to avoid proscribed electrolyte 
intakes. Water intake, efficiency of the kidney, and the ratio of sodium to 
potassium in the diet are interrelated factors that must be evaluated in considering 
the health aspects of changing the relative intakes of sodium chloride and 
potassium chloride." 

It was concluded: 

"There is no evidence 'in the available information on potassium chloride that 
demonstrates or suggests reasonable grounds to suspect a hazard to the public 
when it is used at levels that are nqw current or that might reasonably be expected 
in the future." · 

Socii urn Chloride 

The FDA Assessment is titled "Evaluation of the Health Aspects of SoQipm Chloride and 
Potassium Chloride as Food Ingredients" (1979). Sodium chloride, coffimonly.knowri as table 
salt, occurs abundantly in nature, in sea water and mineral springs, and in large underground 
deposits. The mineral fonu is called halite. It is a food ingredient and has historically been 
considered an essential part of the diet. The body must have some sodium. The human body has 
a homoeostatic control to maintain the proper balance of sodium, potassium. and chlorine in the 
human body. The concentration of sodium in blood serum is maintained normally between 136 
to 145 meq/L. That of chlorine is 96 to 106 meq!L. 

The American diet is considered to contain an abundance of salt which if consumed in 
excess, may have adverse health consequences. In fact, treatment of certain diseases such as 
hypertension can require restriction of salt intake. Acute and chronic toxic effects, including 
death, can occur when salt is ingested in excessive amounts. There is no daily requirement for 
salt, as it would be a level highly dependeiJ.t all dietary sources, the level of potassium and the 
sodium to potassium ratio in the diet, and health conditions such as sweating. 

The Assessment considers that the consumption of sodium chloride in the aggregate 
should be lowered in the United States. The Assessment concluded: "The evidence on sodium 
chloride is insufficient to determine that the adverse effects reported are not deleterious to the 
health of a significant proportion of the public when it is used at levels that are now current and 
in the manner now practiced." 
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10. FAO/WHO Expert Committee on Food Additives 

WHO has performed two assessments: hydrochloric acid in 1966 and calcium acetate, 
chloride, gluconate, and sulfate in 1973. 

Both assessments discussed that from a toxicological point of view, there were no 
concerns for the chloride ion. It was considered to be naturally~occurring and a normal 
participant of animal and human metabolism. · 

11. Human Health Hazard Characterization: 

Hydrochloric acid in its concentrated form is highly corrosive. Due to this property 
toxicity tesl.ing can only be performed on dilute concentrations or on neutralized forms of the 
acid such as a salt. The consequences of acute exposure to hydrochloric acid are well
understood. Dermal exposure can lead to burns. Exposure to the gas can cause severe irritation 
of the upper respiratory tract. 

Exposure to hydrochloric acid in pesticide products as an inert ingredient would be in the 
role of a pH adjuster. This is indicative of the use of small amounts of hydrochlori~? acid that are 
incorporated in a pesticide product to lower the pH . After the pH adjustment is performed, the 
hydrochloric acid would be neutralized. As an active ingredient hydrochloric acid is subject to 
FIFRA (Federal Insecticide, Fungicide, and Rodenticide Act) registration requirements and 
various labeling language as specified in the RED. Hydrochloric acid, whether used as an inert 
or an active ingredient. must be used and applied according to good manufacturing or good 
agricultural practices. However, there are no significant adverse effects, to the general public or 
any population subgroup from consumption of residues of hydrochloric acid resulting from 
pesticide product uses. 

As a group salts of hydrochloric acid constitute a group of chemicals with many uses 
including direct use in the food supply. fu particular sodium chloride, common table salt, can be 
purchased and used by the public in the amounts specifically chosen for their individual wants 
and desires. According to the information available to the Agency, sodium chloride used in food 
processing results in consumption of 4 to 6 grams of sodium chloride in the average diet per day. 
The average individual adds up to another 3 grams of sodium chloride during cooking and at the 
table. 

The available toxicity data indicates that the human body metabolizes chloride, 
ammonium, calcium, iron, magnesium, potassium, and sodium ions through well-understood 
pathways. In fact, all are necessary human nutrients. Various salts of hydrochloric acid have 
been used in the food supply for a number of years. There are no available data to indicate any 
significant adverse effects to the general public or any population subgroup from consumption 
of residues of the ammonium, calcium, iron, magnesium, potassium, and sodium salts of 
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hydrochloric acid resulting from pesticide product uses. 

Given the long history of safe use, the available toxicity data, an understanding of the 
human body's ability to metabolize these chemicals, and the evaluations by FDA and WHO, the 
IIFG believes that ammonium, sodium, potassium, magnesium, calcium and iron chloride are of 
low oral toxicity. 

12. Type of Risk Assessment/Risk Characterization: 

The toxicity of the.o;;e chemicals derives from the irritation and caustic effects; therefore, a 
qualitative assessment for all pathways of human exposure (food, drinking water, ami 
residential) is appropriate. 

Given the widespread 'occurrence of hydrochloric acid and its ammonium, calcium, iron, 
magnesium, potassium, and sodium salts in the existing food supply, the amounts that may be 
present in food as a result of the use of th~se chemicals in a pesticide product would not be 
expected to significantly increase the existing amounts in the food supply. There is no available 
information on any of the salts of hydrochloric acid considered in this document indicative of a 
human health hazard resulting from the EPA-regulated uses as well as the FDA GRAS uses to 
the general public or any population subgroup. No additional information are needed to assess 
the safety of hydrochloric acid and its salts. 

13. Sensitivity of Infants and Children: 

Due to its acidic nature, its corrosive potential, there is high acute toxicity for 
hydrochloric acid. Hydrochloric acid must be used in pesticide products according to good 
manufacturing or good agricultural practices. The ammonium, calcium, iron, magnesium, 
potassium, and sodium salts of hydrochloric acid have low toxic potential. At this time, there is 
no concern for potential sensitivity to infants and children. A safety factor analysis has not been 
used to assess the risk. For the same reasons the additional tenfold safety factor is unnecessary. 

14. Environmental Fate and Ecotoxiclty Assessment/Characterization: 

In general, the constituents of the mineral acids, such as hydrochloric acid, are 
commonly found in soil and water in the environment suggesting that releasing low levels of 
these chemicals would not normally be expected to adversely effect wildlife or water resources. 
Large releases may adversely affect wildlife and water resources either directly or indirectly. 
Direct effects may result from exceeding toxicity thresholds of specific chemicals. Indirect 
effects may be manifested through disrupting ecosystems through altering pH or increasing 
availability of algal nutrients. 

15 



144

• 

Hydrochloric acid is a strong acid. The magnitude of the pH changes, and thus the 
magnitude of effects, would depend on a number of factors including the amount of material 
released and the buffering capacity of the exposed soil or water. Normal aquatic pHs range from 
5 to 9. EPA's Office of Water recommended water quality criteria for pH are 6.5 to 9 for 
freshwater and 6.5 to 8.5 for saltwater. At higher or lower pH aquatic life is expected to be 
adversely impacted. In addition, rapid changes in pH can also be detrimental to aquatic life. 
Hydrochloric acid is not expected to be persistent in the environment. Instead it is expected to 
dissociate, react with organic or inorganic materials, and complex with ionic substrates. 

Hydrochloric acid salts dissociate in water resulting in a positively charged (cationic) 
metal in solution. Dissociation is frequently dependent on pH, with lower (more acidic) pHs 
resulting in higher levels of dissociation and greater solubility. Aquatic toxicity of metals varies 
with the species of metal and its concentration. EPA's freshwater water quality criteria for iron 
is 1 ppm implying relatively low toxicity. Metals do not degrade and thus ~e permanent in the 
environment. They are likely to dissipate by being sequestered in soil, sediment, and plants. 

15. Cumulative Exposuret 

Section 408(b)(2)(D)(v) requires that, when considering whether to establish, miXIify, or 
revoke a tolerance, the Agency consider "available informat~on" concerning the cumulative 
effects of a particular pesticide chemical's residues and "other substances that have a common 
mechanism of toxicity." The chemicals considered in this document are structurally related; 
however, all of the salts are low toxicity chemicals. Therefore, the resultant risks separately 
and/or combined should also be low. EPA does not have, at this time, available data to 
detennine whether these pesticide chemicals have a common mechanism of toxicity with other 
substances or how to include these pesticide chemicals in a cumulative risk assessment. 

16. Determination of Safety: 

) Based on its review and evaluation of the available information, EPA concludes that 
there is a reasonable certainty that no hann will result to the general population, and to infants 
and children from aggregate exposure to residues of hydrochloric acid and -its ammonium, 
sodium, potassium, calcium, magnesium, and iron salts. Therefore, the following exemptions 
from the requirement of a tolerance are reassessed: In 40 CFR 180.2 sodium chloride. In 40 
CPR 180.1001 (c) ammonium chloride, calcium chloride, hydrochloric acid, magnesium 
chloride, potassium chloride, and sodium chloride. In 40 CFR 180.1001 (d) ferric chloride. In 
40 CFR 180.1001 (e) calcium chloride. 

17. List Reclassifications: 

The following List reclassifications are made or confirrned: 
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Hydrochloric acid: List 4B. With the restriction of use as a solvent, pH adjuster, neutralizing 
agent. 
Ammonium chloride: List 4B 
Calcium chloride: List 4B 
Fenic chloride: List 4B, current limitation remains in place. 
Magnesium chloride: List 4B 
Potassium chloride: List 4A considering its use as a salt substitute 
Sodium chloride: List 4A considering its use as common table salt 

The following table lists the various chemical names, CAS Reg. No., and CAS Index 
Names"' that will be used for listing in 40 CFR.l80. Note that both the aD:hydrous and the 
hydrated forms are included. The Agency sees no reason to distinguish between these chemicals 
given that the only difference is the attachment of the water molecules.· · 

r Chemical Name CAS Reg. No. Chemical Abstracts Index Name 

rtYdrochloric acid 7647-01-0 Hydrochloric acid (6CL 7CI, .scr, 9Cl) 
-

Ammonium chloride 12125-02-9 Ammonium chloride ((NH4)Cl) (9Cl) 

Calcium chloride 10043-52-4 Calcium chloride (cacl2) (9CI) 

Calcium chloride hydrate 56073-24-6 Calcium chloride (CaC12), hydrate (3: 1) (9Cl) 
(CaC12.1/3H20) 

Calcium chlOride, hydrate (SCI) 2269i-02-7 Calcium chloride (CaCI2), hydrate (9CI) 

Calcium chloride dihydrate 10035-04-8 Calcium chloride (CaCI2), dihydrate (9Cl) 

Calcium chloride hexahydrate 7774-34-7 Calcium chloride (CaC12), hexahydrate (9CJ) 

Calcium chloride monohydrate 13477-29-7 Calcium chloride (CaC12), monohydrate (9CJ) 

Ferric chloride 7705-08-0 Iron chloride (FeC13) (SCI, 9CI) 

)ric chloride monohydrate 60684- t3-1 Iron chloride (FeCI3), monohydrate (9CI) 

Ferric chloride dihydrate 54862-84-9 Iron chloride (FeC13), dihydrate (9Cl) 

Iron Ill chloride hexahydrate 10025-77-1 Iron chloride (FeC13), hexahydrate 

Ferric chloride dodecahydrate . 58694-80-7 Iron chloride (FeC13), dodecahydrate (9Cl) 

Ferric chloride nonahydrate 58694-79-4 Iron chloride (PeC13), nonahydrate (9CI) 

Ferric chloride sesquihydrate 115321-78-3 Iron chloride (FeC13), hydrate (2:3) (9CI) 

Ferric chloride trihydrate 58694-75-0 Iron chloride (FeC13), trihydrate (9Cl) 

Magnesium chloride 7786-30-3 Magnesium chloride (MgC12). (9Cl) 

Magnesium chloride 7791-18-6 Magnesium chloride (MgC12), hexahydrate (9CI) 
hexahydrate 
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INERT INGREDIENT FOCUS GROUP 

DECISION DOCUMENT for 

Salts of Carbonic Acid 

Petition No.: no 

Tolerance Reassessments?: yes 

Chemical Category/Group: mineral acid and salts 

The following describes the variou~ ways that salts of carbonic acid are used. 

Table 1: Use Pattern (pesticidal- inert Ingredient) 

Chemical Name PC Code 40 CFR 180.1001 Inert Use Pattern (Pesticidal) Current Inert List 

ammonium bicarbonate 873401 (o) surfactant, 4B 
suspending agent, dispersing 

agent 

magnesium carbonate 873503 (c), (e) anticaking agent, conditioning. 4B 
agent 

potassium carbonate 873504 (d) buffering agent 4B 

sodium bicarbonate 873505 (o) neutralizer 4A 

There is also a tolerance exemption for sodium carbonate 40 CFR 180.2. 

The tolerance exemptions for calcium carbonate were reassessed in the DFG Decision 
Document "Weathered Materials", dated January 31, 2002. Calcium carbonate is a List 4A 

Potassium bicarbonate (40 CFR 180.1-177) and sodium bicarbonate (40 CFR 180.1176) 
are used as active ingredients. (Note that both tolerance exemptions were established post~ 
FQPA) Potassium bicarbonate is used in six products at 204 use sites, which includes many 
food crops, as well as ornamentals and turf. It is used against 45 pests including mildew and 
leaf spot. Sodium bicarbonate is in one product which is a product used only to formulate other 
pesticides. There are no longer any EPA~registered active ingredient uses for any of the other 
above--listed carbonate salts. 
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It is noted that there is information in this document on other carbonate salts for which 
tolerance exemptions do not currently exist. These data are being used as surrogate data. 

Table 2: Use Pattern (FDA GRAS) 
; 

Chemical GRAS Citation GRAS Uses 

ammonium bicarbonate 21 CFR 184.1135 dough strengthener, leavening agent, pH 
control agent, texturizer 

ammonium carbonate 21 CFR 184.1137 leavening agent, pH control agcitt 

magnesium carbonate 21 CFR 184.1425 anticaking and free-flow agent, floUr 
treating agent, lubricant and release, 
nutrient supplement, pH control agent, 

. processing aid, synergist • 

potassium bicarbonate 21 CFR 184.1613 formulation aid, .nutrient supplement, pH 
control agent, processing aid 

potassium carbonate 21 CFR 184.1619 flavoring agent and adjuvant, nutrient 
supplement, pH control agent, processing 
aid · ·-

' i 

sodium bicarbonate 21 CFR 184.1736 (no limitations specified) 

sodium carbonate 21 CFR 184.1742 antioxidant, curing and pickling agent. 
flavoring agent and adjuvant, pH control 
agent, processing aid 

Sodium bicarbonate also is used in food contact surface sanitizing solutions under 21 
CFR 178.!010. 
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Table 3: Use Pattern (non-pesticidal) 

Chemical Uses 

ammonium in baking powder fonnuJations; in cooling baths; fire extinguishers; manufac..1ure of porous 
bicarbonate plastics, ceramics; manufacture of dyes and pigments; in compost heaps to accelerate 

decomposition; as fertilizer; for defatting textiles; in cold wave solutions; in chrome leather 
tannin~r; to remove I!Vosum from heat exchamrers and other orocessine: eauionl.ent.. 

magnesium used to prepare high purity magnesium compounds in the paint and printing itW; industries; 
carbonate mam,facture of fireproofing, fire-extinguishing, flooring, and polishing compounds; filleis 

and smoke suppressants in the plastics and rubber industries; USP grade is used as ail additive 
to table salt to keep_ it free flowing; a bulkimz comnound in oowder formulations· an··antacid. 

potass.iwn manufacture of soap, glass, pottery, smalts and many potassium salts; in analytical chemistry; 
carbonate Television glass accounts for a substantial portion of the consumption of potassium carbonate 

because the potassium salt is more compatible with the lead, barium, and strontium oxides 
contained in these glasses thk is sodium carbonate. 

sodium Leavening agent in baking powder and food ingredients; component of soaps, detergents and 
bicarbonate pharmaceuticals; _agent in leather tanrting; textile manufacturing; paper manufacturing; fire 

extinguishers· in industrial and household chemicals 

It should be noted that ammonium bicarbonate can be used as a fertilizer. Plants need 
various elements (metals and non-metals) fdr proper growth. Especially for agricultural crops, 
plants are supplied these elements as part of chemical fertilizers. The most'impOI:tant elements 
for plant growth are nitrogen, phosphorus, and potassium. Other metals needed in the soil for 
plant up-take are calcium, magnesium, iron, and trace elements such as zinc. Anunonium 
bicarbonate can be intentionally added to growing agricultural crops as needed to promote plant 
growth. 

Assessment of the Salts of Carbonic Acid 

The ammonium, sodium, potassium, and magnesium salts of carbonic acid are being 
assessed as a group due to their chemical similarities. However, these salts all contain either the 
bicarbonate ion (HC03"

1
) or the carbonate ion (CQ3•

2 
), and thus share some common 

chemistries. A major focus of this assessment is the work previously performed by FDA in 
assessing the safety of these chemicals as food additives. 

1. PhysicaUChemical Properties: 

The physical and chemical properties of the salts of carbonic acid are described in the 
May 7, 2002 EFED Assessment. See attached. 

2. Information Sources: 

3 



149

The following information was used in performing this assessment: The available 
information consisted of information retrieved from various websites, such as, 
• EPA (www.epa.gov), 
• NIOSH, (www.cdc.gov/nioshlipcsneng/nengl333.html), 

( www .c de. gov I niosh/i pcsn eng/neng0969. html), 
• TOXNET ( www.toxnet.nlm.nih.gov.), 
• WHO (www.inchem.org/documents/jecfa/jecmono/vl7je02.htm) 

Various FDA GRAS Assessments were also used. 

3. NIOSH (National Institute for Occupational Safety and Health) 

The NIOSH Intematiollal Chemical Safety Card for ammonium hydrogen carbonate 
indicates that a 1LV (Threshold-Limit Value) has not been established. The chemical can 
initate the skin and the respiratory tract. : 

The NIOSH International Chemical Safety Card for magnesium carbonate indicates a 
TL V (Threshold Limit Value) of 10 mglm3• The chemical may have effects on the lungs if the 
magnesite (the naturally occuning form of magnesium carbonate) contains more than 1% 
crystalline silica. 

4. Acid Characteristics 

An acid is a substance that when dissolved in water yields H+ ions. The increase of the 
concentration of the H+ ions lowers the pH. Mineral acids contain a non-metal such as 
phosphorus, nitrogen, sulfur, or chlorine which may or may not be combined with oxygen. 
When combined with oxygen, these anions can be referred to as oxyanions. Strong acids are 
those acids that when dissolved completely transfer their H+ ions to water. Others acids such as . 
carbonic are referred to as weak acids: they exist in solution as a mixture of acid-molecules and 
various ions formed by the dissociation of the acid molecule. The predominant anions for 
carbonic acid are bicarbonate (HC~-1 ) at pHs below 8 and carbonate (CO/) at pHs'above IO. 

5. Cations: Sodium, Potassium, and Magnesium 

Generally, when any salt of an acid, such as carbonic acid, is dissolved in water, 
dissociation yields the anions, which are negatively charged, and a positively charged cation. In 
the human body, these salts tend to dissociate and thus, for the most part, react in the body as 
the anion and the cation. 

Metals such as sodium, magnesium, and potassium are required for proper functioning of 
human biological systems. For risk assessment purposes an important feature of these metals is 
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that overall the body does have an effective means of processing them. The primary means of 
exposure to these cations is ingestion. Four of the most common cations required for functioning 
of human biology are: sodium, potassium, calcium and magnesium. Chemically, sodium and 
potassium belong to the same chemical family: calcium and magnesium belong to a different 
chemical family. 

Sodium: 

The average human body burden of sodium is approximately 20 grams (g) for a 70 
kilogram (kg) adult.. The sodium cation is necessary for the nerves and muscles to function 
properly. It is the principal cation of extracellular fluid, and helps to maintain the body's water 
balance. These electrolytes, the electrically charged ions in the body fluids, consist to a great 
extent of sodium and potassium. There is no Recommended Dietary Allowance (RDA) for 
sodium. 

Potassium: 

The average human body burden of potassium is approximately 140 g for a 70 kg adult. 
The potassium cation is important in regulating blood pressure, regulating cellular water content, 
maintaining proper pH balance, and transmission of nerve impulses. It helps to regulate the 
electrical activity of the heart and muscles. The potassium RDA is 900 mg/day. 

Magnesium: 

The average human body burden of magnesium is approximately 20 g for a 70 kg adult. 
The magnesium cation is also used in building bones. It plays a role in releasing energy from 
muscles and regulating body temperature. The RDA for magnesium is 310 to 320 mglday for 
adult females and 400 to 420 mg/day for adult males with the RDA increasing with increasing 
age. 

6. Ammonium Salt: 

Ammonium carbonate salts dissociate to form the positively charged ammonium cation· 
(NH.n. Humans cannot convert atmospheric nitrogen to any form that can be used as part of 
any of the various metabolic cycles. Therefore, reduced nitrogen (NH/) has to enter the body 
from an outside source. These sources are the nitrogen-containing amino acids in protein which 
are consumed daily as part of the diet. Although the human body can produce some amino 
acids, ten amino acids are considered "essential" amino acids, i.e., they must be consumed in the 
diet. 

Generally the body works to maintain a balance of nitrogen intake and nitrogen 
excretion. The estimated daily ammonia intake through food and drinking water is 18 mg. In 
contrast, 4000 mg of ammonia per day are produced endogenously in the human intestine. 
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Ammonia and the ammonium ion are integral components of normal human metabolic 
processes. Ammonia is released following deamination that occurs when protein is used by the 
body for energy production. The liver converts ammonia via the urea cycle into urea. According 
to FDA in the "Evaluation of the Health Aspects of Certain Ammonium Salts as Food 
Ingredients" (1974), "the normal liver so readily detoxifies ammonium ion from alimentary 
sources that blood concentrations of ammonium salts do not rise to the levels necessary to evoke 
toxic response." Approximately 80% of the body's excess nitrogen is eliminated through the 
kidneys as urea, approximately 25 to 30 grams per day. 
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7. Toxicological Profile Table 

The Agency has not reviewed any of the toxicological studies in the following table for any of the salts of carbonic acid. The 
reviews of these studies were obtained from Toxnet, as well as other government websites. 

Table 4: Toxicological Profile 

Chemical Toxicity Other Information 

Ammonium carbonate Contact with eyes or skin causes irritation, if inhaled will cause difficulty in CERCLA Reportable Quantity: greater than 5000 
breathing; .. lb (2270 kg); 
Ammonium compounds used as ferttlizers are a toxicological hazarrl when Designated as a hazardous subsrunce under section 
livestock have access to residues or pools of solution on a pasture 311 (b)(2)(A) of the Federal Water Pollution 

Control Act and further regulated by the Clean 
Water Act 

Ammonium Inhalation may cause respiratory irritation; CERCLA Reportable Quantity: greater than 5000 
bicarbonate Contact with eyes or skin causes irritation; 1b (2270 kg); 

There appears to be a more rapid excretion of ammonia following ammonium Designated as a hazardous substance under section 
bicarbonate infusions, which result in higher unionized ammonia levels in blood 311 (b)(2)(A) of the Federal Water Pollution 
compared with those following ammonium chloride infusions; Control Act and further regulated by the Clean 
Mutagenicity: Ames assays strains TA 97 and TAI02 with and without rat liver Water Act 
activation: Negative. 

Magnesium Carbonate Repeated do.c;es may cause diarrhea, which may cause fluid and electrolyte 1974 Production in US: 5.4 x 10~ kg (1227 tons), 
imbalance; with another 2% of that amount imported that 
Can cause hypermagnesemia in those with severely impaired renal function; year. 
Can alkalinize the urine; 
Magnesium salts are poorly absorbed from the intestine; .. 
Normal range of magnesium serum concentrations 15 to 2.5 mEqfL 
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Potassium Carbonate Oral LDs0: Rat 1870 mgfkg; Mouse 2570 mglkg; 
Inhalation LC~0 : Rat> 500 mg/m3

; 

Common Name: Potash. 

Irritating to skin, mucous membrane of eyes and upper respiratory tract; 
Irritant and caustic action similar to that of potassium hydro~tide, but Jess 
seyere; 
Negative in the Ames assays with two strains of Salmonella typhimurium (T A 
97 and TAl 02) with and without activation 

Sodium Bicarbonate Developmental To~ticity: No effects found up to 580 mg/kg in mice, 340 mg/kg Common Name: Baking soda. 
in rats, ind 330 mg/kg in rabbits; 1984 Production in US: 3.2 x IOi kg (72727 
Negative in the Ames assays with two strains of Stllmonella typhimurium (TA tons), with another 5% of that amount imported 
97 andTAJ02) with and without activation; same year. 
Daily doses up to 25 mEq!kg were administered to patients for 3 weeks, 
changes in pla~ma electrolyte concentration were not remarkable, plasma total 
carbon dio~tide increased by only 5 mEq!L with largest dose, considerable 
weight gain was most prominent effect; 
No reports of to~ticity caused by the ingestion of baking soda; 
Daily dose limited to 20_0 mEq in persons under 60 year age and 100 in thos6. 
older; . 
Adults with nonnal rena! function can tolerate up to 1700 mEq daily with 
minimal symptoms; 
Contra indicated for alkalosis (metabolic or respiratory), chloride loss due to 
vomiting or continuous GI suction, or hypocalcemia; 
Eliminated principally in the urine, alkalizes it 
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Sodium Carbonate Oral LD50; rat 2880 to 4090 mglkg~ Common name; washing sod.a 
Inhalation LC50: rat 2300 mglm3 (2 hour); 
Inhalation LC50: mouse 1200 mglm3 (2 hour); 
Skin irritation: mild; 
Eye irritation : mild-moderate; 
Aqueous solutions are strongly alkaline; 
Concentrated solutions tend to produce local necrosis of mucous membranes; 
Sensitivity reactions may occur from repeated topical use; 
Ingestio1.1 of large quantifies may produce CoiTOsion of G1 tract, vomiting, 
diarrhea, circulatory collapse, death; 
Dusts of vapors of sodium carbonate may cause irritation of mucous 
membranes with subsequent coughing and shortness of breath; 
A primary irritant at concentrations below 15% and caustic at concentrations 
above approximately 15%, depending on contact time, areas of exposure, and 
other factors; 
Developmental toxicity test on gestation days 6to 15 in rats, mice and rabbits at 
levels of3.4 to 340 mglkg: no effects on nidation or survival of the dams or 
fetuses. .. 
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8. Agency Review of Toxicity Data for Potassium Bicarbonate and Sodium 
Bicarbonate 

Sodium bicarbonate has an acute oral LD50 greater than 5000 mg/kg in rats, an acute 
dennal LD~0 greater than 2000 mglkg in rabbits, and an acute inhalation LC50 greater than 4.74 
mgJL in rats. It causes minimal eye irritation and slight dermal irritation in rabbits, and is a 
dermal non-sensitizer in guinea pigs. 

Potassium bicarbonate has an acute oral LD~0 greater than 2825 mg/kg in rats, an acute 
dermal LD50 greater than 2000 mglkg in rabbits, and an acute inhalation LC~0 great~r than 4.96 
mg!L in rats. It causes slight eye irritation and slight dermal irritation in rabbits, and is a._ dermal 
non-sensitizer in guinea pigs. 

9. FDA GRAS (Generally Recognized As Safe) Assessments 

The FDA Assessment is titled "Ev.iJuation of the Health Aspects of Carbonates and 
Bicarbonates as Food Ingredients" (1975). "Carbonates and bicarbonates-are used in foods as 
neutralizers aqd leavening agents. These anions occur in body fluids and tissues as the res~lt of 
normal metabolic processes and are important in the control of acid-base balance. Except for 
calcium, most .... are fairly soluble in water.'' The possible average daily intake of added 
carbonates (i.e., those used as food additives) at that time were: 

Table 5· Daily Intake . 
Chemical Name 0 to 5 Months 6 to 11 Months 12 to 23 Months 2 to 65+ Years 

(mglkg) (mgfkg) (mglkg) (mglkg) 

ammonium 3 12 18 8 
bicarbonaie 

ammonium carbonate 8 34 35 12 

magnesium carbonate 2 8 12 6 

potassium 11 2 <1 --- ! 
bicarbonate ' ' 

potassium carbonate 3 15 22 10 

sodium bicarbonate 29 171 251 80 
. 

sodium carbonate t 6 6 2 

Potassium and Sodium Carbonate and Bicarbonate 

In the FDA Assessment acute, short-term, and developmental toxicity studies and 
mutagenicity studies were evaluated for potassium carbonate and bicarbonate. fur sodium 
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carbonate and bicarbonate acute, short-term, and developmental toxicity studies, and 
mutagenicity and metabolism studies were evaluated. There was also some human data. No 
chronic studies were identified. 

"The results of acute toxicity and shortMtenn feeding experiments are not readily 
extrapolated in determining toxic levels for carbonate salts consumed by humans. 
Treatment of gastric or peptic ulcers in patients with large amounts of carbonate 
salts in various forms has been utilized for many years and only rarely have 
deleterious results of changes of acidMbase balance been reported. When the 
human respiratory and renal functions are normal, the mechanisms for disposing 
of bicarbonate intake in large amounts through excretion appear to be highly; 
efficient." 

''There is no evidence In the available information on ... potassium carbOnate, 
potassium bicarbonate, sodium carbonate, [or] sodium bicarbonate ... that 
demonstrates or suggests reasonabl_e grounds to suspect a hazard to the public 
when used at levels that are now cUrrent or that might reasonably be expected in 
the future." 

Anunonium Carbonate and Bicarbonate 

The FDA Assessment is titled "Evaluation of the Health Aspects of Certain Ammonium 
Salts as Food Ingredients" (1974). ' 

"Ammonia and ammonium ion are integral components of normal metabolic 
processes and play an essential role in the physiology of man. Although there 
have been no significant feeding studies specifically designed to ascertain the 
safety threshold of ammonium compounds as food ingredients, numerous 
metabolic studies have been reported in the scientific literature. Extrapolation of 
these finding to the concentrations of ammonium compounds normally present in 
foods does not suggest that there would be untoward effects at such levels." 

Magnesium Carbonate 

The FDA Assessment is titled "Evaluation of the Health Aspects of Magnesium Salts as 
Food Ingredients" (1976). Magnesium is (I) a dietary essential, (2) involved in many metabolic 
reactions, (3) important in electrolyte balance, and (4) present in fruits, vegetables, grains, milk, 
meat and fish. No chronic toxicity.data were available. The "status of magnesium as a 
ubiquitous and essential dietary ingredient for the maintenance of homeostatic and bioenergetic 
mechanisms leads to the opinion that none of the available evidence suggests any probable 
hazard when any of the GRAS compounds of magnesium is used as a food ingredient." The 
conclusion was reached that there was no available information on magnesium chloride to 
demonstrate, or suggest "reasonable grounds to suspect, a hazard to the public when ... used at 
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levels that are now current and in the manner now practiced, or which might reasonably be 
expected in the future." 

10. FAO!WHO Expert Conunittee on Food Additives 

Ammonium carbonate and ammonium hydrogen carbonate (previously known as 
ammonium bicarbonate) were evaluated previously in 1966. The evaluation was performed 
using the available data on ammonium carbonate and ammonium bicarbonate as well as 
surrogate data on ammonium chloride and various carbonate salts. Acute, shortwterm, and 
developmental toxicity studies, mutagenicity studies, and human studies were used .. 

'These compounds (ammonium ion and bicarbonate ion ) are nonnal metabolites 
in man. Although speCific toxicological data for ammonium carbonate and 
ammonium bicarbonate are limited, extrapolation of results from studies with 
ammonium compounds (primarily ,ammonium chloride) and with sodium or 
potassium carbonate provide a basis for evaluation. Clinical studies in man show 
that administration of high doses of ammonium chloride or of sodium 
bicarbonate results in changes in the acidwbase balance. This is the normal 
physiological response. The levels of ammonium carbonate and bicarbonate in 
the diet from food additive use are extremely small compared to the levels 
required to cause physiological changes and pose no toxicological hazard:" 

' 

The estimate of acceptable daily intake for man is "not specified." ''The statement 'ADI 
not specified' means that, on the basis of the available data (toxicological, biochemical, and 
other), the total daily intake of the substance, arising from its use or uses at the levels necessary 
to achieve the desired effect and from its acceptable background in food, does not, in the 
opinion of the Committee, represent a hazard to health. For this reason, and for the reasons 
stated in individual evaluations, the establishment of an acceptable daily intake (AD I) in mg/kg 
bw is not deemed necessary." 

11. Human Health Hazard Characterization: 

When dissolved in water, salts of carbonic acids form basic solutions. The toxicity (the 
irritation and caustic effects) of these chemicals tend to resemble those of the hydroxides, 
although to a lesser extent. In solution these chemicals could effectively perform as buffering 
agents, pH adjusters, or neutralizers in pesticide products. This is indicative of the use of small 
amounts of the chemical that are incorporated in a pesticide product to modify and/or control the 
pH. After the pH adjustment is perfonned, the aqueous solution of carbonate salts would be 
neutralized. If used as an active ingredient the chemical is subject to FIFRA registration 
requirements and various labeling language. These chemicals must be used and applied 
according to good manufacturing or good agricultural practices. However, there are no 
significant adverse effects, to the general public or any population subgroup from consuinption 
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_Of residues of the ammonium, potassium, magnesium, and sodium salts of carbonic acid 
·resulting from pesticide product uses. 

As a group these salts of carbonic acid constitute a group of chemicals with many uses 
including direct use in the food supply. Various ammonium, magnesium, potassium, and sodium 

· S;i:llts of carbonic acid have been reviewed by both FDA and WHO. These chemicals have been 
used in the food supply for a number of years. 

The available toxicity data indicates that the human body metabolizes carbonates, 
~ 'Ullll!lOOitlm, magnesium, potassium, and sodium ions through well-understood pathways. In 

the metals are necessary human nutrients. Given the long history of safe use, the available 
toxicity data, and an understanding of the human body's ability to metabolize these chemicals, 

__ the evaluations by FDA and WHO, the llFG believes that ammonium, potassium, sodiunl 
':-2nd magnesium carbonate salts are of low oral toxicity. 

12. Type of Risk AssessmenURisk Characterization: 
• • 

The toxicity of these chemicals derives from the irritation and caustic effects; therefore, a 
qualitative assessment for all pathways of human exposure (food, drinking water, and 
residential) is appropriate. 

' 
. ·~.,. Given the widespread occurrence of these chemicals in the existing food supply, the· 

amounts that can be applied to food as a resUlt of a use in a pesticide product would not be 
expected to significantly increase the existing amounts in the food supply. There is no available 
information on any of the chemicals considered in this document indicative of a human health 
hazard resulting from the EPA-regulated uses as well as the FDA GRAS uses to the general 
public or any population subgroup. No additional information is needed to assess their safety. 

13. Sensitivity of Iofants and Children: 

Overall, when considering the oral pathway (ingestion), these chemicals have low toxic 
potential.· At this time, there is no concern for potential sensitivity to infants.and children. A 
safety factor analysis has not been used to assess the risk. For the same reasons the additional 
tenfold safety factor is unnecessary. 

14. Environmental Fate and Ecotoxicity Assessment/Characterization: 

In general, the constituents of the salts o.f carbonic acid are commonly found in soil and 
water in the environment suggesting that releasing low levels of these chemicals y.rould not 
normally be expected to adversely effect wildlife or water resources. Large releases may 
adversely affect wildlife and water resources either directly or indirectly. Direct effects may 
result from exceeding toxicity thresholds of specific chemicals. Indirect effects may be 
manifested through disrupting ecosystems through altering pH or increasing availability-of algal 
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nutrients. 

The magnitude of the pH changes, and thus the m<i.gnitude of effects, would depend on a 
number of factors including the amount of material released and the buffering capacity of the 
exposed soil or water. Normal aquatic pHs range from 5 to 9. EPA's Office of Water 
recommended water quality criteria for pH are 6.5 to 9 for freshwater and 6.5 to 8.5 for 
saltwater. At higher or lower pH aquatic life is expected to be adversely impacted. In addilion, 
rapid changes in pH .can also be detrimental to aquatic life. 

The magnesium, potassium and sodium salts of carbonic acid should dissociate in water 
resulting in a positively charged (cation) metal in solution. Dissociation is frequent;Jy depende-p.t 
on pH, with lower (more acidic) pHs resulting in higher levels of dissociation and greater 
solubility. Aquatic toxicity of metals varies with the species of metal and its concentration. 
Metals do not degrade and thUs are permanent in the environment. They are likely to dissipate 
by being sequestered in soil, sediment, and plants. 

15. Cumulative Exposure: 

Section 408(b){2)(D)(v) requires that, when considering whether to establish, modify, of 
revoke a tolerance, the Agency consider "available information" concerning the cumulative
effects of a particular pesticide chemical's residues and "other substances that have a common 
mechanism of toxicity." The chemicals considered in this document are: structurally felate4; 
however, these salts of carbonic acid are loW toxicity chemicals. Therefore, the resultant risks 
separately and/or combined should also be low. EPA does not have, at this time, available data 
to determine whether these pesticide chemicals have a common mechanism of toxicity with 
other substances or how to include these pesticide chemicals in a cumulative risk asse~sment. 

16. Determination of Safety: 

Based on its review and evaluation of the available information, EPA concludes that 
there is a reasonable certainty that no harm will result to the general population, and to infants 
and children from aggregate exposure to residues of ammonium, sodium, potassiuril, and 
magnesium salts. Therefore, the following exemptions from the requirement of a tolerance are 
reassessed: In 40 CFR 180.2 sodium carbonate. In 40 CFR 180.1001 (c) ammonium 
bicarbonate, magnesium carbonate, and sodium bicarbonate. In 40 CFR 180.1001 (d) 
potassium carbonate. ·In 40 CPR 180.1001 (e) magnesium carbonate. 

17. List Reclassifications: 

The following List reclassifications are made or confirmed: 

Ammonium bicarbonate: List 4B 
Ammonium carbonate: List 4B 
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Magnesium carbonate (less than 1% crystalline silica): List 4A given its similarities to calcium 
carbonate 
Potassium Bicarbonate: List 4A given its similarities to sodium bicarbonate 
Potassium Carbonate: List 4B given its similarities to potassium hydroxide 
Sodium Bicarbonate: List 4A considering its use as baking soda 
Sodium Carbonate: List 4B given its simjlarities to potassium carbonate 

Given the chemical similarities, and that data/information on the following chemicals 
was used as surrogate data for tolerance reassessment, exemptions from the requirement of a-. 
tolerance may be established for ammonium carbonate, potassium bicarbonate, and sodium 
carbonate. 

The following table lists the various chemical names, CAS Reg. No., and CAS Index 
Names that Will be used for liSting in40 CFR.180. Note that both the anhydrous and the 
hydrated forms are included. The Agency sees no reason to distinguish between these chemicals 
given that the only difference is the attachplent of the water molecules. 

Chemical Name CAS. Reg. No. Chemical Abstacts Index Name 

ammonium bicarbonate 1066~33~7 Carbonic acid, monoammonium salt (8CI, 9CI) . 

ammonium carbonate 10361-29-2 Carbonic acid, ammonium salt (SCI, 9CI) 

ammonium carbonate 506-S7-6 Carbonic acid, diammonium salt (8CI,'9CI) 

magnesium carbonate 546-93-0 Carbonic acid, magnesium salt (I: t) (SCI, 9CI) 

potassium carbonate 5S4-0S-7 Carbonic acid, dipotassium salt (SCI. 9CI) 

potassium hydrogen carbonate 298-14-6 Carbonic acid, monopotassium salt (8CI, 9CI) 
{KHC03} 

potassium carbonate trihydrate IS662-52-7 Carbonic acid, dipotassium salt, trihydrate (SCI) 
{2K2C03 .3H20] 

sodium bicarbonate 144-55~S Carbonic acid monosodium salt (SCI, 9CI)· 
0 

{NaHC03} ' . ' 

sodium carbonate 497-19-S Carbonic acid disodium salt (8CI, 9CI) 
{Na2C03} 

sodium carbonate decahydrate 6132-02-1 Carbonic acid disodium salt, decahydrilte (SCI, 
{Na2C03. l0H20) 9cn 
sodium carbonate heptahydrate 56399-31-6 Carbonic acid disodium salt, heptahydkte (9CI) 
{Na2C03. 7H20] 

sodium carbonate monohydrate 596S- tl-6 Carbonic acid disodium salt, monohydrate (8CI, 
{Na2C03. H20] 9CD 

!5 



161

Chemical Name CAS. Reg. No. Chemical Abstacts Index Name 

sodium sesquicarbonate 533-96-0 Carbonic acid, sodium salt (2:3) (SCI, 9CI) 

{Na2C03. NaHC03. 2H20} 

Attachment: 

EFED Review of Mineral Acids (Birchfield; May 7, 2002) 
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INERT INGREDIENT FOCUS GROUP 

DECISION DOCUMENT for 

Phosphoric Acid and Salts, including the Pyrophosphates and Polyphosphates 

Petition No.: no 

Tolerance Reassessments?: )res 

Chemical Category/Group: mineral acid, and salts 

The following describes the various ways that phosphoric acid and its salts, including the 
pyrophosphates and polyphosphates are used. 

Table 1: Use Pattern (pesticidal - inert ingredient) 

Chemical Name In•rt 40CFR Inert Use Pattern (Pesticidal) Current Inert 
PC Code 180.1001 List 

phosphoric acid 876001 (o) buffer 3 

monoammonium 900088 (o) Not more than 3.75% by weight in 4B 
phosphate formulation; postharvest fumigation 

in formulation with aluminum 
phosphide 

diammonium phosphate 900255 (d) buffer, surfactant 4B 

calcium phosphate 876401 (o) solid diluent, carrier '4B 

tricalcium phosphate 876401 (o) surfactant, 
. 

4B 
suspending agent, dispersing agent, 
anti caking agent, conditioning agent 

potassium phosphate 876400 (o) buffer 4B 

potassium dihydrogen 900!51 (d) buffering agent 4B 
phosphate 

sodium dihydrogen 776409 {d) buffering agent 48 
phosphate 

disodium phosphate 876409 (o) anticaking agenl, conditioning agenl 4B 
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trisodium phosphate 876406 (c), (e) surlactant, emulsifier, wetting agent 4B 
precipitant, buffer, filler 

zinc orthophosphate 876769 (d) plant nutrient and safener 3 

ammonium (d) sequestrant, buffer, surfactant 3 
polyphosphate 

-
tetrapotassium 876408 (d) not to exceed 10% of formulation; 3 
pyrophosphate sequestrant, 

anticaking agent, conditioning agent 

sodium acid 876411 (c) surfactant, 4B 
pyrophosphate suspending agent, dispersing agent, .. ·; 

buffer 

sodium 900112 (c) surlactant, emulsifier, '4B 
hexametaphosphate wetting agent, 

suspending agent, dispersing agent, 
buffer 

sodium tripolyphosphate 800010 (c) buffer, swfactant, 4B 
suspending agent, dispersing agent, 
anticaking agent, conditioning agent 

tetras odium 876405 (c) anticaking agent, conditioning agent 4B 
pyrophosphate 

At this time, only phosphoric acid, potassium dihydrogen phosphate, and trisodium 
phosphate are used as active ingredients. There are no longer any EPA-registered active 
ingredient uses for any of the other above-listed phosphate salts. 

Table 2: Use Pattern (pesticidal- active ingredient) 

Chemical 
Name 

Active PC 
Code 

phosphoric acid 076001 

p<Jtassium 076413 
dihydrogen 
phosphate 

trisodium 076406 
phosphate 

40CFR 

none 

180.1193 
(established 
post-FQPA) 

none 

Number of 
Products 

63 

2 

2 

2 

Active Use Pattern (Pesticidal) 

used to kill bacteria, viruses, mold imd 
mildew on dairy and zoo animals; dalry/ 
milking equipment; drinking water ~jstems, 
food processing areas and eating ; 
establishments; egg washing 

used to ·kill mildew on food crops, i 
ornamentals and turf 

used to kill bacteria in whirlpool baths and 
commercial areas 
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Table 3: Use Pattern (FDA GRAS) 

Chemical GRAS Citation GRAS Uses 

phosphoric acid 21 CFR 182.!073 (no limitations specified) 

ammonium phosphate 21 CFR 184.114Ia dough strengthener, pH control agent 
(monobasic) 

. 
ammonium phosphate. 21 CFR 184.1141b dough strengthener, firming agent, 
(dibasic) leavening agent, pH control agent 

processing aid 

calcium phosphate 21 CFR 182.1217 (no limitations specified) 
(includes mono-, di-, and . 
tricalcium) 21 CFR 182.8217 nutrients 

calcium phosphate 21 CFR 182.6215 sequestrant 
(monobasic) ' 

magnesium phosphate 21 CFR 184.1434 nutrient supplement, pH control agent 

dipotassium phosphate 21 CFR 182.6285 sequestrant 

sodium acid phosphate 21 CFR 182.6085 sequestrant 

sodium phosphate 21 CFR 182.1778 (no limitations specified) 
(includes mono-, di-, and 

21 CFR 182.6778 sequestrant trisodium) 

21 CFR !82.8778 nutrients 

disodium phosphate 21 CFR 182.6290 sequestrant 

calcium pyrophosphate 21 CFR 182.8223 nutrients 

calcium 21 CFR 182.6203 sequestrant 
hexametaphosphate 

sodium acid 21 CFR 182.1087 (no limitations specified) 
pyrophosphate 

sodium tripolyphosphate 21 CFR 182.1810 (no limitations specified) 

21 CFR 182.6810 sequestrant 

3 
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sodium 21 CFR 182.6760 sequestrant 
hexametaphosphate 

sodium metaphosphate 21 CFR 182.6769 sequestnmt 

sodium pyrophosphate 21 CFR 182.6787 sequestrant 

tetrasodium 21 CFR 182.6789 sequestrant 
pyrophosphate 

Phosphoric acid, trisodium phosphate, and sodium dihydrogen phosphate alSo have uses 
in food contact surface Sanitizing solutions under 21 CFR 178.1010. 

Table 4: Use Pattern (non-pesticidal) 
• 

Chemical Uses 

phosphoric acid over 90% of the phosphoric acid produced in the United States and worldwide is u·~ for 
agricultural applications as bOth fertilizers and animal feed supplements; used in tlie 
manufacture of superphospha'tes for fertilizers, other phosphate salts, polyphosph~tes, 
detergents; as an acid catalyst,in making ethylene, purifying hydrogen peroxide; acidulant 
and flavor, synergistic antioxidant and sequestrant in food; phannaceutic aid (solvent); 
dental cements; process engraving; rustproofing of metals before painting; coagulating 
rubber latex; analvtica1 rea2:ent. 

monoammonium as baking powder with sodium bicarbonate; in fermentations (yeast cultures, etc.); 
phosphate fireproofing of paper, wood, fiberboard, etc.; used to protect pesticides in spray niixtures 

I prepared with alkaline waters 
diammonium fireproofing textiles, paper, wood, and vegetable fibers; impregnating lamp wicks; 
phosphate preventing afterglow in matches; flux for soldering tin, copper, brass, and zinc; purifying 

sugar; in yeast cultures; in dentifrices; in corrosion inhibitors; in fertilizers. . 

calcium phosphate in fertilizers; acidulant in baking powder and wheat flours; in enameling; mineral 
supplement for foods & feeds : 

tricalcium manufacture of fertilizers, H3P04 and phosphorous compounds; manufacture of milk~glass, 
phosphate polishing and dental powders, porc'elains, pottery; enameling; clarifying sugar syru'ps; animal. 

feeds; anticaking agent; in the textile industry; stabilizer for plastics; in meat tende~:zers; in 
food as buffer 

monopotassium widespread usc is as a mineral nutrient for fermentation broths; special liquid fertilizers, 
phosphate buffering systems, paper processing; piezoelectric properties has Jed to its use in sOnar 

systems and other electronic applications. 
potassium buffers for determination of pH; phannaceutical aid (buffering agent); baking powder; 
dihydrogen nutrient solutions; yeast foods·, buffer and sequestrant in foods; widespread use as a mineral 
phosphate nutriem for fermentation broths; special liquid fertilizers, buffering systems; paper 

processing. 

4 
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Table 4: Use Pattern (non~ pesticidal) 

Chemical Uses 

sodium dihydrogen in baking powders; in boiler water treatment; as dry acidu!ant and sequestrant for foods; 
phosphate buffering agent (electroplating baths); acidulant (processed meats, egg products, pOwdered 

drinks); builder (industrial cleaning formulations); metal phosphatising reagent; mineral 
supplement; softening/conditiqning agent (boiler water treatment); textile dyeing/printing 
auxiliarv 

disodium phosphate emulsifier (processed cheese, quick-cook cereals, pharmaceuticals); metal 
phosphatising!electroplating reagent); pottery glazes/porcelain/enamel~; scale inhibitor 
(boiling water treatment); textile!leather auxiliary; detergents ·-

trisodium removing insecticide residues from fruit; inhibiting mold; photographic developers; 
phosphate clarifying sugar; removing boiler scale, softening water; manufacture of paper; laundering; 

tanning leatlier; in detergent mixture; dairy substitutes (milk-based pudding, sour cream, 
cheese). 

ammonium intermediate in the production of high quality liquid fertilizers; stabilizer in skimmed 
polyphosphate sweetened condensed milk imd dry milk; condensed acids of 82-84% P205 content are 

employed as catalysis in the petroleum and chemical industries for alkylation, 
dehydrogeneration, polymerization, and isomerization reactions, including ethylbenzene, 

l_g(!Soline and plasticizer alcohols. · 
Sodium aka Calgon; softening water without precipitate formation in dyeing, laundering, textile 
hexametaphosphate processing, and washing operations; corrosion inhibitor in de-icing salt preparations; frozen 

desserts; pretanning hides in the manufacture of leather; dispersing clays and pigments; 
threshold treatment for scale; and corrosion prevention. 

sodium one of the most widely used :lnd most effective builder in heavy-duty fabric washing 
tripolyphosphate compositions; because of its high sequestration power, extensive application in automatic 

dish-washing detergents; forms stable hydrates and thus aids in the manufacture of crisp 
spray-dried laundrY powders; texturizer in food; phosphorus source for cattle. 

sodium acid chiefly in baking powders; food acidulant; electroplating; metal cleaning and phosphatizing; 
pyrophosphate drilling muds buffer; sesquestrent peptizing agent in cheese and meat products; fi:ozen 

desserts 
tetrasodium industrial and institutional detergent builder; water treatment; household laundry detergents; 
pyrophosphate processed cheeses; other food applications; textile and clay processing: elastomers; paper 

l orocessinl! 

It should be noted that several of the phosphates have uses as fertilizers, or as chemicals 
used in the preparation of fertilizers. Plants need various elements (metals and non-metals) for 
proper growth. Especially for agricultural crops, plants are supplfed these ele.ments as part of 
chemical fertilizers. The most important elements for plant growth are nitrogen, phosphorus, and 
potassium. Other metals needed in the soil for plant up-take are calcium, magnesium, iron, and 
trace elements such as zinc. Fertilizers containing phosphates are intentionally added tO growing 
agricultural crops as needed to promote plant growth. 
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Assessment of Phosphoric Acid and its Salts 

Phosphoric acid and its ammonium, sodium, potassium, calcium, magnesium, and zinc 
salts are being assessed as a group due to their chemical similarities. Due to its acidic nature the 
toxicity of phosphoric acid will be different from those of the more neutral phosphate salts. 
However, these phosphate salts all contain the phosphate ion (as H2PO/, HP04' 2 • or P04-3 ), 

and thus share some common chemistries. A major focus of this assessment is the work 
previously performed by FDA in assessing the safety of these chemicals as food additives. 

1. Physica1/Chemical Properties~ 

The physical and cherilical properties of phosphoric acid and its various salts are 
described in the May 7, 2002 EFED Assessment. See attached. 

2. Information Sources: 

The following infonnation was used in perfonning this assessment: The available 
information consisted of information retrieved from various websites, such as, 
• EPA (www.epa.gov), 
• NIOSH, (www.cdc.gov/niosh/ipcsneng!nengl008.btmD. 

(www.cdc.gov/niosh/ipcsnengfnen gll78.html), 
(www.cdc.gov/niosh/ipcsnenglneng0983.html), 
(www.cdc. gov/niosh/ipcsneng/neng0217 .html), 
(www .cdc.gov/niosh/ipcsneng/nengll40.html), (www .cdc.gov/niosh/pdfs/0506.pdf) 

• TOXNET ( www.toxnet.nlm.nih.gov.) 
• WHO (www.inchem.org/documents/jecfa/jecmono/vl7je22.htm), 

(www.inchem.org/documents/jecfa/jecmono/v48je 1l.htm) 
(www jnchem .9fg(documents/)ecfa/)ecmono/v46}e58 htm} and 
(www.inchem.org/documents/jecfa/jecmono/40abcj39.htm) 

Various FDA GRAS Assessments were used, as well as, the FAO!WHO Assessments for 
phosphoric acid, and various phosphate salts and polyphosphates. 

3. NIOSH (National Institute for Occupational Safety and Health) 

The NIOSH IDHL (immediately dangerous to life or health) for phosphoric acid is I 000 
mgfm3

. The International Chemical Safety Card for phosphoric acid indicates that it is 
hydroscopic colorless crystals. The TLV (Threshold Limit Value) is 1 mg/m3. Phosphoric acid_ 
is a medium strong acid that reacts violently with bases. Phosphoric acid mist is an irritant to 
the eyes, upper respiratory tract and skin. A 75% solution will cause severe skin bums. 

6 



168

. ' ., 

The NCOSH International Chemical Safety Card for tetrasodiurn pyrophosphate indicates 
that the 1LV is 5 mg/m3

• No TLVs have been established for trisodium phosphate, 
tetrapotassium pyrophosphate, and ammonium phosphate dibasic. However, all of the Safety 
Cards indicate that the chemicals are corrosive or irritating. 

4. Acid Characteristics 

An acid is a substance that when dissolved in water yields H+ ions. The increase of the 
concentration of the H+ ions lowers the pH. Mineral acids contain a non-metal such as 
phosphorus, nitrogen, sulfur, or chlorine which may or may not be combined with oxygen. 
When combined with oxygen, these anions can be referred to as oxyanions. Strong.acids aie 
those acids that when dissolved completely transfer their H+ ions to water. Phosphoric acid is a 
medium strong acid. · 

Acids such as phosphoric exist in splution as a mixture of acid-molecules and ions. 
Phosphoric acid has three hydrogens but o.nly one of them is readily transferred to water, that is, 
exhibiting the property of a strong acid. The transfer of the other two remaining hydrogens 
occurs at pHs above 7. 

5. Cations: Sodium, Potassium, Calcium, Magnesium, and Zinc 

Generally, when any salt of an acid, Such as phosphoric acid is dissolved in water, 
dissociation yields the anions, which are negatively charged, and a positively charged cation. In 
the human body, these salts tend to dissociate and thus, for the most part, react in the body as 
the anion and the cation. 

Metals such as calcium, sodium,.magnesium, potassium, and zinc are also required for 
proper functioning of human biological systems. For risk assessment purposes an important 
feature of these metals is that overall the body does have an effective means of processing them. 
The primary means of exposure to these cations is ingestion. Four of the most common cations 
required for functioning of human biology are: sodium, potassium, calcium and magnesium. 
Chemically, sodium and potassium belong to the same chemical family: calcium and · 
magnesium belong to a different chemical family. 

Sodium: 

The human body burden of sodium is approximately 20 grams (g) for a 70 kilogram (kg) 
adult. The sodium cation is necessary for the nerves and muscles to function properly. It is the 
principal cation of extracellular fluid, and helps to maintain the body's water balance. These 
electrolytes, the electrically charged ions in the body fluids, consist to a great extent of sodium 
and potassium. There is no Recommended Dietary Allowance (RDA) for sodium. 
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Potassium: 

The human body burden of potassium is approximately 140 g for a 70 kg adult. The 
potassium cation is important in regulating blood pressure, regulating cellular water content, 
maintaining proper pH balance, and transmission of nerve impulses. It helps to regulate the 
electrical activity of the heart and muscles. The potassium RDA is 900 rng/day. 

Calcium: 

The human body burden of calcium is approximately 1 kg for a 70 kg adult; or InOth 
of our weight is calcium. The calcium cation is necessary for bone and teeth fonnati.on. It is also 
important to the proper.functioning of nerves, enzymes, and muscles, and plays a role in blood 
clotting and the maintenance of cell membranes. The RDAs for calcium are 1000 mg/day for 
adults aged 19 to 50 years and 1200 mg!day for individuals older than 50 years. 

Magnesium: 

"' The human body burden of magnesium is approximately 20 g for~ 70 kg adult. The 
magnesium cation is also used in building bones. It plays a role in releasing eneigy from 
muscles and regulating body temperature. The RDA for magnesium is 310 to 320 rnglday ·for 
adult females and 400 to 420 mglday for adult males with the RDA increasing with increasing 
age. 

Zinc: 

Another common metal cation that is necessary for human metabolism, but in smaller . . 
amounts often referred to as trace, is zinc. The human body burden of zinc is approximately 100 
milligram (mg) for a 70 kg adult. Zinc is a component of many enzymes and therefOre has 
substantial involvement in many metabolic processes. It also assists in wound healing, blood 
fonnation, and general growth and maintenance of the body's tissues. T~e RDAs for zinc are 15 
mg/day [0.21 mglkg/day for an adult (70 kg) male] and 12 mg/day [0.2 mglkg/day for an adult 
(60 kg) female]. According to FDA, the average daily intake of zinc from food (including 
water) was 0.23 mglkglday in the early 1980s. Consuming too much zinc (i.e., 10 to 15 times 
the RDA) can cause health concerns such as anemia, pancreatic and kidney effects, and certain 
developmental effects. Consuming too little zinc can cause loss of appetite, decreased sense of 
taste and smell, decreased immune function, slow wound healing, skin sores, and develop menial 
effects. 

6. Ammonium Salt: 

Ammonium phosphates dissociate to the negatively charged anion and the positively 
charged ammonium cation (NH/). Humans cannot convert atmospheric nitrogen to any form 
that can be used as part of any of the various metabolic cycles. Therefore, reduced nitro8en 
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(NH4 +)has to enter the body from an outside source. These sources are the nitrogen-containing 
amino acids in protein which are consumed daily as part of the diet. Although the human body 
can produce some amino acids, ten amino acids are considered "essential" amino acids, i.e., they 
must be consumed in the diet. 

Generally the body works to maintain a balance of nitrogen intake and nitrogen 
excretion. The estimated daily ammonia intake through food and drinking water is 18 mg. In 
contrast, 4000 mg of ammonia per day are produced endogenously in the human intestine. 

Ammonia and the ammonium ion are integral components of normal human metabolic 
processes. Arrunonia is released following deamination that occurs when protein is used by the 
body for energy production. The liver converts ammonia via the urea cycle into urea. According 
to FDA in the "Evaluation of the Health Aspects of Cenain Ammonium Salts as Food 
Ingredients" (1974), "the norrhal liver so readily detoxifies ammonium ion from alimentary 
sources that blood concentrations of ammonium salts do not rise to the levels-necessary to evoke 
toxic response." Approximately 80% of tQe body's excess nitrogen is.eliminated through the 
kidneys as urea, approximately 25 to 30 gfams per day. 

9 
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7. Toxicological Profile Table 

With the exception of the information in IRIS (Integrated Risk Information System), the Agency has not reviewed any of the 
toxicological studies in the following table for hydrochloric acid or any of its salts. The reviews of these studies were obtained from 
Toxnet, as well as other government websites. 

Table 5: Toxicological Profile 

Chemical Toxicity Other Information 

Phosphoric acid IRIS' Inhalation RfC: I x I Cf1 mg/m3 due to bronchiolar fibrosis in a 13 CERCLA Reportable Quantities: 5000 lb (2270 
week rat inhalation study 

. 
kg); 

There is no Oral RID and a carcinogenicity assessment has not been US production (1993): 23.04 billion lb 
completed. (11,520,000 tons). 
Not irritating to the eyes or respiratory tract, unless introduced into the 
atmosphere as a spray or mist, phosphoric acid has low vapor pressure at 
room temperature; 
Topically may irritate and injure the eyes, owing to its acidity, but 
systemically has no poisonous action on the eye. Tested on human eyes, 
0.16 M phosphoric acid buffered to pH 2.5 caused moderate brief stinging 
sensation, but no injury when applied as a single drop. A drop of the same 
solution adjusied to pH 3.4 caused no discomfort. 

Monoammonium Acuie eye contact with concentrated alkali causes conjunctival edema and 
phosphate corneal destruction. Since alkalies penetrate skin slowly, extent of damage 

depends on duration of contact. Chronic poisoning may occur from skin 
contact. Chronic dermatitis may follow repeated contact. 
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Diammonium phosphate 

Calcium hydrogen 
phosphate 

Calcium bis(dihydrogen 
phosphate) 

Tricalcium phosphate 

Monopotassium phosphate 

Dust irritating to eyes, and throat. Solid irritating to skin and eyes; US production (1975): 5.17 x 10" kg (568,000 
A 0.1 M solution of ammonium phosphate (pH 7 to 7.5), with sodium tons), with another 40% of that amount imported 
chloride and/or sucrose added to make a 0.46 osmolar solution (1.5 x the that year. 
isotonic concentration) was dripped continuously onto the eyes of rabbits, 
and caused edema of the epithelium of the cornea wfthtn 3 to 3.5 hours. 

Normal total serum calcium levels are 4.5 to 5.2 mEq/L. Symptoms may 
appear when plasma calcium reaches 6.6 mEq!L; 

In animal feeding studies, levels of 0.5% phosphate in diet could be US production (1975): 1.3 x 10~ kg 
tolerated without adverse physiological effecls, and higher levels could be (143,000 tons). 
tolerated if proper balance of ions (calcium, magnesium and potassium) is 
maintained. 

Mutagenicity: Ames assay with two strains(TA97 and TAl 02) of US production (1976): 2.86 x lOg kg 
Salmonella typhimurium with and without activation; Negative. 

.. 
( 315,000 tons). 

Acute oral LDLo (lowest published lethal does) rat: 4640 mg/kg US production (1976:1.82 ~ 2.72 x lOs kg (2002-
Acute LD50 dennal rabbit: >4640 mg/kg 2992 tons) 
Animal-feeding studies indicate that levels of 0.5% phosphate 'tn the diet 
could be tolerated without adverse physiological effects. Higher levels could 
be tolerated, if proper balance of ions (calcium, magnesium, and potassium) 
is maintained; 
Potassium phosphate causes sever ulcera~ on in the GI tract at a level 
equivalent to 1000 mg potassium ion when given to monkeys in the fonn of 
a pill; 
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Dipotassium phosphate After oral administration of 800 mglkg body wt for 14 or 38 weeks, dogs US production (1975): 4.54 • 6.36 x Hf kg 
vomited, were cachectic, and had elevated creatinine and blood urea (568,000 tons) 
nitrogen, Renal damage was most marked at 38 week, with disseminated 
atrophy (usually of proximal tubules), focal scar tissue, and 
nephrocalcinosis; 
Animal· feeding studies indicate that levels of0.5% phosphate in lhe diet 
could be tolerated without adverse physiological effects. Higher levels could 
be tolerated, if proper balance of ions (calcium, magnesium, and potassium) 
is majntained; 
Potassium phosphate causes. sever ulceration in the GI tract at a level 
equivalent to 1000 mg potassium ion when given to monkeys in the form of 
a pill; 
Mutagenicity: Ames assay with two strains (fA97 and TAl 02) of 
Salmondlo typhimurium with and without activation: Negative. 

Tripotassium phosphate Acute Oral Lowest published lerhal dose: Rat 4640 mg/kg; 
Acllle Dermal LD50: Rabbit: greater than 4640 mglkg; 
Irritation; Eye: Rabbit: Moderate; .. 
Mlllagenicity: Ames assay with two strains (fA97 and TA102) of 
Salmonella typhimurium with and without acttvation: Negative. 

Disodium phosphate Acute Oral LD50: Rat: 12,930 to 17,000 mglkg; CERCLA Reportable Quaruities: 5000 lb (2270 
Toxicity of parenteral dibasic and monobasic sodiul!l phosphate is due to kg); 
their sequestration of calcium. Systemic reactions are unlikely when these Clean Water Act Requirements: Designated as a 
salts (dibasic and monobasic sodium phosphate) are given by mouth; harl!fdous substance under section 311 (b)(2)(A) of 
Anhydrous form may cause mild irritation to skin, mucous membranes, the Federal Water Pollution Control Act and 
internally causes purging; further regulated by the Clean Water Act 
Dust is irritating to eyes, nose and throat. If inhaled will cause coughing or Amendments of 1977 and 1978; 
difficult breathing. Solid is irritating to skin and eyes; US production (1984): 2.87 x 107 kg (31 ,570 tons). 
A 0.1 M solution of sodium phosphate (pH 7 to 7 .5), w!th sodium chloride 
and/or sucrose added to make a 0.46 osmolar solution, caused no 
disturbance in the cornea of rabbit ey!!s; 
Mutagenicity: Salt tested in Ames assay with four strains (TAlOO, TA1535, 
TA1537, and TA98) of Salmonella typhimurium with and'without 

' activation: Negative; 
Distilled water solutions tested in Ames assay with six strains (TAlOO, ,, 

TA1535, TA1537, TA98, TA97 and TAI02) of Salmonella typh1'murium __ 
. wirh and witho~t activation: Negative, 
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Sodium dihydrogen Acute Oral LD50: Rat: 8290 mglkg; US production (1975): 3.73 x 10' kg 
phosphate Doses of 250 g/);:g by mouth produced diarrhea in rats, guinea pigs, and (41,030 tons). 

rabbits; 
Toxicity of parenteral dibasic and monobasic sodium phosphate is due to 
their sequestration of calcium. Systemic reactions are unlikely when these 
salts (dibasie and monobasic sodium phosphate) are given by mouth; 
Phosphates (dibasic & monobasic sodium phosphate) are slowly and 
incompletely absorbed. 

Trisodium phosphate Acute Oral LD50: Rat: 7400 mglkg; CERCLA Reportable Quantities: 5000 lb (2270 
Acute Dennal LD50: Rabbit: > 300 mglkg; kg); 
Aqueous solutions are highly alkaline, and may produce caustic burn; Clean Water Act Requirements: Designated as a 
Splash of aqueous solution of trisodium phosphate in human eyes in one hazardous substance under section 3ll(b)(2)(A) of 
case, caused slight transient injury, and in two other cases, caused moderate the Federal Water Pollution Control Act and 
permanent corneal opacification and vascularization (similar to that caused further regulated by the Clean Water Act 
by sodium hydroxide). Amendments of 1977 and 1978. 

'· US production in US (1975): 5.1 x 107 kg (56,100 
- tons). 

Tetrapotassium Oral: Lowest Published Lethal Dose (LDLo): Rat: 4640 mg/kg 
pyrophosphate Dennal LD50: Rabbit:> 4640 mg/kg 

Sodium acid Oral LD50: Mouse: 2650 mglkg; 1972 and 1975 Production in US: 2.48 x 107 kg 
pyrophosphate An irritant to skin, eyes, and mucous membranes. (27 ,280 tons) and 2.14 x 107 kg (23540 tons). 

respectively 
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Sodium tripolyphosphate 

Sodium 
hexametaphosphate 

Oral LD50: Rat: 3120 mglkg; 
Stricture of esophagus can occur up to years later, cau.~ing difficulty 
swallowing. Irritating because of its alkalinity and hypertoxicity. If ingested 
in large amounts nausea, vomiting and diarrhea are possible. 
Less corrosive effect on mucous membranes than sodium or potassium 
hydroxide; 
Tripolyphosphates are thought to be hydrolyzed to (ortho)pho.~phates before 
absorption in the gastrointestinal tract; 
Mutagenicity: Ames assays with five strains (TA98, TA100, TA1535, 
TA1537, and TA1538) of Salmonella typhimurium with and without 
activation: Negative. 
A strain of Escherichia coli (WP2 UVRA) with and without activation: 
Negative 

Oral LD~0:: Rat: 6200 mglkg; 
Oral LD~0: mouse: 4320 mglkg; 
Irritating because of its alkalinity and hypertoxicity. If ingested in large 
amounts nausea, vomiting and diarrhea are possible. 
The corrosive effect is strong irritation, erythema, blistering; 
Less corrosive effect on mucous membranes than sodium or potassium 
hydroxide: 
10-40% of the phosphorus in sodium hexametaphosphate is absorbed tn 
intestinal tract, with the balance of phosphorus eliminated in the feces; 
Feeding study: rats: severe kidney damage at 3 and 5%, but no observable 
physiological damage at 1.8%; 
Dog study: began to lose weight when the daily dose reached 2.5 g/kg/day 
Developmental studies: oral feeding for 10 days: pregnant rats at up to 240 
mg!k:g and pregnant mice at up to 370 mgfkg: no discernible effects on 
nidation (nest-building) or on maternal of fetal survival, and no significant 
effects on soft and skeletal tissues, compared with controls; 
Mutagenicity: Ames assay with Salmonella typhimuriu~ with and without 
activation: Negative. 
Salmonella cerevisiae with and without activation: Negative. 

14 

CERCLA Reportable Quantity: greater than 5000 
lb (2270 kg) : 
1984 Production in US: 6.12 x lOa kg (673,200 
tons), with ano!her 1% of that amount imported 
that year; 

CERCLA Reportable Quantity: greater than 5000 
ib (2270 kg); 
1976 Production in US: 6.36 x 104 kg 
(70 tons), minimum consumption in foods. 
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Tetrasodium 
pyrophosphate 

Medica1 reports of acute exposures show mild to moderate dennal and 1975 Production in US: 3.1 x 107 kg (34,100 tons) 
ocular responses; 
Acute study in rabbit eye shows that direct contact causes severe irritation 
and corneal injury, and may be tnitating to skin; 
6·Month feeding study: Rat; Maximum dose tolerated was greater than 
LS%, but less than 3%; excess phosphate damage to the kidneys; 
1-Year dietary feeding swdy: Rat: No adverse effect level was 0.1% 
(approximately 50 mg/kglday) 
16 we:ek rat feeding study- maximum level tolerated was less than 1% 
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8. OPP Mineral Acid RED (Reregistration Eligibility Decision Document) 

The following information on the acute toxicity of phosphoric acid was in the 1993 RED: 
The oral LD50 is 1530 mglk.g, toxicity category ill. The dennal LD50 is 2740 mglkg, toxicity 
category ill. Phosphoric acid is toxicity category I for eye and dennal irritation. No other 
toxicological data were required based on the use patterns at the time of the issuance of the RED 
and the corrosiveness shown in the acute studies for dermal and eye irritation. 

9. Agency Review of Toxicity Data for Potassium Dihydrogen Phosphate 

Sodium dihydrogen phosphate has an acute oral LD50 greater than 5000 mglk.g in male 
rats, an acute oral LD50 greater than 500 mg/kg in female rats, an acute 'dermal LD50 greater than 
2000 mglk:g in rabbits, and an ·acute inhalation LC50 greater than 4.74 mg/L in rats. It is causes 
mild eye irritation and is a non-irritant for skin irritation. 

10. FDA GRAS (Generally RecognizCd As Safe) Assessments 

Ammonium Phosphate. Monobasic and Dibasic 

In the FDA Assessment titled "Evaluation of the Health Aspects of Certain Ammonium 
Salts as Food Ingredients" (1974), the following general conclusion on ammonium coinpotinds 
was reached: · 

"Ammonia and ammonium ion are integral components of normal metaboltc 
processes and play an essential role in the physiology of man. Although there 
have been no significant feeding studies specifically designed to ascertain the 
safety threshold of ammonium compounds as food ingredients, numerous 
metabolic studies have been reported in the scientific literature. Extrapolation of 
these findings to the concentrations of ammonium compounds nornially present in 
foods does not suggest that there would be untoward effects at such levels." 

Magnesium Phosphate. Dibasic and Tribasic 

The FDA Asses·sment is titled "Evaluation of the Health Aspects of Magnesium Salts as 
Food Ingredients" (1976). Magnesium is (1) a dietary essential, (2) involved in ~an)' metabolic 
reactions, (3) important in electrolyte balance, and (4) present in fruits, vegetables, grains, milk, 
meat and fish. There are no chronic toxicity data. The "status of magnesium as a ubiquitous and 
essential dietary ingredient for the maintenance of homeostatic and bioenergetic mechanisms 
leads to the opinion that none of the available evidence suggests any probable hazard when any 
of the GRAS compounds of magnesium is used as a food ingredient." It was concluded that.there 
was no available information on magnesium phosphate that "demonstrates, or suggests 
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reasonable grounds to suspect, a hazard to the public when they are used at levels that are now 
current and in the manner now practiced, or which might reasonably be expected in the future." 

Phosphoric Acid. and Various Ammonium. Calcium. Potassium and Sodium Phosphate Salts 

The FDA Assessment is titled "Evaluation of the Health Aspects of Phosphates as Food 
Ingredients." (1975). For this evaluation FDA reviewed various oral acute, short-term, chronic, 
d.evelopmental, and reproductive toxicity; mutagenicity; and human studies on arnmoniuin, 
calcium, potassium and sodium phosphate salts. The possible 3.verage daily intake of added 
phosphates (i.e., those used as food additives) at that time were: 

Table 6: Daily Intake 

Chemical Name 0 to5 Momhs 6 10 ll Months l2 to 23 Months 2 to 65+ Years 
(mglkg) (mglkg) (mglkg) (mglkg) 

phosphoric acid 1 5 7 3 

ammonium phosphate 1 3 4 2 
dibasic 

ammonium phosphale <1 <1 <1 <1 
monobasic 

calcium phosphate, 807 157 81 18 
dibasic 

calcium phosphme, 33 69 72 22 
monobasic 

calcium phosphate, 170 142 84 13 
IIi basic 

potassium phosphate, 3 15 17 7 
dibasic 

potassium phosphate, <1 6 5 1 
monobasic 

potassium <1 <1 <1 <1 
tripolyphosphate 

sodium acid 4 28 39 16 • 

pyrophosphate 

sodium 17 31 29 10 
metaphosphate 

sodium phosphate, 24 121 105 24 
dibasic 

17 
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sodium phosphate, 7 36 53 22 
monobasic 

sodium phosphate, 3 25 33 12 
tribasic 

sodium 9 52 70 32 
pyrophosphate 

sodium 2 13 14 6 
tripolyphosphate -

. ; 

"Phosphates are components of all living organisms and provide phosphorus, an essential 
nutrient." Phosphate is absorbed from the small intestine. Approximately "30 percent of the 
ingested phosphate is excreted in the feces and 70 percent in the urine:' The polyphosphates must 
undergo hydrolysis to phosphate for absorpJiOn to occur. 

The FDA Select Committee considered in great detail the interrelationships of calcium, 
magnesium. and phosphorous. In its opinion it was recognized that there are 

"many variables to be considered regarding the safety to the public of the current 
uses of phosphates in foods. These include: (a) the variety and different ' 
characteristic.<:: of phosphates and the if scope of use; (b) the close metabolic 
interrelationships between vitamin D, calcium, and phosphorus; and (c) the 
possible variations between different segments of the population in the level of 
phosphate consumed both in foods and in beverages ...... [I]t is the opinion of the 
Select Committee that the Ca:P ratio of the diet is important, especially if it varies 
substantially from 1:1 owing to the relatively high intake of phosphorus. Most of 
the evidence shows that in general a desimble Ca:P ratio is between 2:1 and 1:1. 
Thus if the calcium intake is 800 mg per person per day the total phosphorus 
intake should not greatly exceed that amount. The fragmentary data available 
suggest that the typical Ca:P ratio in this country is lower than 1: I. Some 
estimates suggest it may be substantially lower. In laboratory animals and 
presumably in man, nutritional secondary hyperparathyroidism and bone 
resorption may be inducted when the diet furnishes an other otherwise adequate 
amount of calciUm but excessive levels of phosphorus." 

None of the GRAS phosphates is intrinsically harmful and their use in foods does 
not present a hazard when the total amount of phosphorus ingested and the intakes 
of calcium, magnesium, vitamin D, and other nutrients are satisfactory. The 
current use of calcium phosphates in food processing is without hannful effects on 
the health of consumers and, in some instances, may be advantageous. The 
phosphorus supplied by GRAS phosphates, other than calcium phosphates, added 
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to foods is low in relation to the total amount of phosphorus naturally present in 
the diet. However, the possibility that unreasonable increases in the usage of these 
phosphates in common foods would significantly lower the Ca:P ratio and increase 
the total phosphorus intake for some segments of the population, must be 
considered in assessing the probability of a health hazard existing because of the 

~. ingestion of excessive levels of phosphorus. The Select Committee has no 
evidence that the use of any of these no-calcium phosphates as food ingredients at 
current levels is creating such a problem. however, if distortion of the Ca:P ration 
should become of concern, this question should be accorded separate study." 

The select committee considered the above information and then concluded that for 
phosphoric acid and the.salts considered that there "is no evidence in the available i,nfo~ati_on ... 
that demonstrates or suggests reasonable grounds to suspect, a hazard to the public when they are 
used at levels that are now curient or that might reasonably be expected in future." 

.11. FAO/WHO Expert Committee on,Food Additives 

WHO has performed several assessments on phosphoric acid and on 29 of the various 
calcium, magnesium, potassium and sodium salts. The latest assessment is undated, but from 
the references was performed in the early to mid 1980s. 

"Metabolically, the phosphate salts provide a source of the various cations and the' 
phosphate ion. Of greatest concern is 'the toxicity arising from calcium, 
magnesium and phosphate imbalance in the diet. Phosphate salts were not 
mutagenic in a number of test systems. Teratogenic effects have not been observed 
in mammalian test systems. 

Numerous animal studies have shown that excessive dietary phosphorus causes an 
increase of plasma phosphorus and a decrease in serum calcium. The resulting 
hypocalcaemia stimulates secretion of PTH which in tum increases the rate of 
bone resorption and decreases calcium excretion. These homeostatic adjustments 
to high dietary phosphorus may result in bone loss and calcification of soft tissues 
in animals. 

The dose levels of phosphate producing nephrocalcinosis were not consistent 
among the various rat feeding studies. However, the rat is exquisitely susceptible 
to calcification and hydronephrosis upon exposure to acids forming calcium 
chelates or complexes. The lowest dose levels that produce nephrocalcinosis 
overlap the higher dose levels failing to do so. However, this may be related to 
other dietary imbalances, such as the level of magnesium in the diet. There is still 
uncertainty on the optimal Ca:P ratio and whether this ratio is of any dietary 
significance in man. 
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The lowest level of phosphate that produced nephrocalcinosis in the rat (1% Pin 
the diet) is used as the basis for the evaluation and, by extrapolation based on the 
daily food intake of 2800 calories, this gives a dose level of 6600 mg P per day as 
the best estimate of the lowest level that might conceivably cause nephrocalcinosis 
in man. The usual calculation for provision of a margin of safety is probably not 
suitable for food additives that are also nutrients. Ingested phosphates from 
natural sources should be considered together with that from food additives 
sources. Since phosphorus (as phosphates) is an essential nutrient and an 
unavoidable constituent of food, it is not feasible or appropriate to give a range of 
values from zero to a maximum." 

It was determined that the estimate of maximum tolerable daily intake for man would 
be 70 mg!kg bw. 

'This figure represents the maximum tolerable daily intake (MIDI) of phosphates. 
It is not an ADI. The MTDI is expre,ssed as phosphorus and it applies to the sum 
of phosphates naturally present in fOod and the additives listed below. It also 
applies to diets that are nutritionally adequate in respect of calcium. However, if 
the calcium intake were high, the intake of phosphate could be proportionately 
higher, and the reverse relationship would also apply." 

12. Human Health Hazard Characterization: 

Phosphoric acid in its concentrated form is corrosive and irritating. Due to this property 
toxicity testing can only be performed on dilute concentrations or on neutralized forms of the acid 
such as a salt. The consequences of acute exposure to phosphoric acid are well-understood. 

Exposure to phosphoric acid in pesticide products as an inert ingredient would be in the 
role of a pH adjuster. This is indicative of the use of small amounts of phosphoric acid that are 
incorporated in a pesticide product to modify and/or control the pH. After the pH adjustment is 
performed, the phosphoric acid would be neutralized. As an active ingredient phosPhoric acid is 
subject to FIFRA registration requirements and various labeling language as specified iri the 1993 
RED. Phosphoric acid must be used and applied according to good manufacturing or good· 
agricultural practices. However, there are no significant adverse effects, to the general public or 
any population subgroup from consumption of residues of phosphoric acid resulting from 
pesticide product uses.· 

As a group these salts of phosphoric acid constitute a group of chemicals with many uses 
including direct use in the food supply. The human body metabolizes phosphate, ammonium, 
calcium, magnesium, potassium, sodium and zinc through well-understood pathways. In fact, 
all are necessary human nutrients. There are no a~ailable data to indicate any significant adverse 
effects to the general public or any population subgroup from consumption of residues of the 
ammonium, calcium, magnesium, potassium, sodium and zinc salts of phosphoric acid resulting 
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from pesticide product uses. 

Given the long history of safe use, the available toxicity data, an understanding of the 
human body's ability to metabolize these chemicals, and the evaluations by FDA and WHO, the 
IIFG believes that ammonium, sodium, potassium, magnesium, calcium and zinc phosphate salts 
are of low oral toxicity. 

13. Type of Risk Assessment/Risk Characterization: 

The toxicity of these chemicals derives from the irritation and caustic "effects; therefore, a 
qualitative assessment for all pathways of human exposure (food, drinking water, and residential) 
is appropriate. 

Given the widespread Occurrence of phosphoric acid and its salts in the existing food 
supply, the amounts that can be applied to food as a result of a use in a pesticide product would 
not be expected to significantly increase th(f existing amounts in the food supply. There is no 
available information on any of the salts or" phosphoric acid considered in this document 
indicative of a human health hazard resulting from the EPA-regulated uses as well as the FDA 
GRAS uses to the general public or any population subgroup. No additional information is 
needed to assess their safety. 

14. Sensitivity of Infants and Children: 
' 

Due to its acidic nature, its corrosive potential, there is high acute toxicity for phosphoric 
acid. Phosphoric acid must be used in pesticide products according to good manufacturing or 
good agricultural practices. The salts of phosphoric acid have low toxic potential. At this time, 
there is no concern for potential sensitivity to infants and children. A safety factor analysis has 
not been used to assess the risk. For the same reasons the additional tenfold safety factor is 
unnecessary. 

15. Environmental Fate and Ecotoxicity Assessment/Characterization: 

In general, the constituents of the mineral acids, such as phosphoric acid, are commonly 
found in soil and water in the environment suggesting that releasing low levels of these chemicalS
would not normally be expected to adversely effect wildlife or water resources. Large releases 
may adyersely affect wildlife and water resources either directly or indirectly. Direct effects may 
result from exceeding toxicity thresholds of specific cheplicals. Indirect effects may be 
manifested through disrupting ecosystems through altering pH or increasing availability of algal 
nutrients. 

Phosphoric acid is a medium strong acid. The magnitude of the pH changes, and thus the 
magQ-itude of effects, would depend on a number of factors including the amount of material 
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released and the buffering capacity of the exposed soil or water. Normal aquatic pHs range from 
5 to 9. EPA's Office of Water recommended water quality criteria for pH are 6.5 to 9 for 
freshwater and 6.5 to 8.5 for saltwater. At higher or lower pH aquatic life is expected to be 
adversely impacted. In addition, rapid changes in pH can also be detrimental to aquatic life. 
Phosphoric acid is not expected to be persistent in the environment. Instead it is expected to 
dissociate, react with organic or inorganic materials, and complex with ionic substrates. 

The calcium, potassium, sodium, and zinc salts of phosphoric acid should dissociate in 
water resulting in a positively charged (cation) metal in solution. Dissociation is frequently 
dependent on pH, with lower (more acidic) pHs resulting in higher levels of dissociation and 
greater solubility. Aquatic toxicity of metals varies with the species of metal and its._; 
concentration. Zinc has recommended freshwater water quality criteria implying it is more toxic. 
Metals do not degrade and thus are permanent in the environment. They are likely to dissipate by . 
being sequestered in soil, sedirilent, and plants. 

Phosphorus containing chemicals ar:e commonly used as fertilizers. They generally 
possess relatively low toxicity to terrestrial.and aquatic organisms. As nutrients, they can cause 
increased plant growth which can be detrimental in aquatic ecosystems Causing eutrophication. 
Eutrophication occurs when algae blooms die and are degraded by bacteria which drain oxygen 
from the water body. With the exception of tricalcium phosphate, all of these phosphorus 
containing chemicals are expected to be highly soluble. Phosphates tend to bind to soil reducing 
their tendency to overload aquatic systems. Ultimately, the salts of phosphoric acid are expected 
to be taken up and metabolized by plants to form naturally occurring compounds. 

16. Cumulative Exposure: 

Section 408(b)(2)(D)(v) requires that, when considering whether to establish, modify, or 
revoke a tolerance, the Agency consider "available information" concerning the cumulative 
effects of a particular pesticide chemical's residues and "other substances that have a·common 
mechanism of toxicity." The chemicals considered in this document are structurally related; 
however, all of the salts are low toxicity chemicals. Therefore, the resultant risks separately 
and/or combined should also be low. EPA does not have, at this time, available data to determine 
whether these pesticide chemicals have a common mechanism of toxicity with other substances 
or how to include these pesticide chemicals in a cumulative risk assessment. 

17. Determination of Safety: 

Based on its review and evaluation of the available information, EPA concludes that there 
is a reasonable certainty that no harm will result to the general population, and to infants and 
children from aggregate exposure to residues of phosphoric acid and its ammonium, sodium, 
potassium, calcium, magnesium, and zinc salts. Therefore, the following exemptions from the 
requirement of a tolerance are reassessed: In 40 CPR 180.1001 (c) calcium phosphate, dlsodium 
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phosphate, monoammoniurn phosphate, phosphoric acid, potassium phosphate, sodium acid 
pyrophosphate, sodium hexametaphosphate, sodium tripolyphosphate, tetrasodium 
pyrophosphate, tricalcium phosphate, and trisodium phosphate. In 40 CPR 180.1001 (d) 
ammonium polyphosphate, diammonium phosphate, potassium dihydrogen phosphate, sodium 
dihydrogen phosphate conforming to 21 CFR 182.6778, tetrapotassium pyrophosphate, and zinc 
orthophosphate. In 40 CPR 180.1001 (e) trisodium phosphate. 

An exemption from the requirement of a tolerance can be established for magnesium 
phosrtate given its use as surrogate data. 

18. List Reclassifications: 

The following List reclassifications are made or confirmed: 

phosphoric acid: List 4B. With the restriction of use as a pH adjuster or buffer 
calcium phosphate: List 4B 
magnesium phosphate: List 4B 
disodium phosphate: List 4B 
monoammonium phosphate: List 4B 
phosphoric acid, potassium phosphate: List 4B 
sodium acid pyrophosphate: Ust 4B 
sodium hexametaphosphate: List 4B 
sodium tripolyphosphate: List 4B 
tetrasodium pyrophosphate: List 4B 
tricalcium phosphate: List 4B 
trisodium phosphate: List 4B 
ammonium polyphosphate: List 4B 
diarrunonium phosphate: List 4B 
potassium dihydrogen phosphate: List 4B 
sodium dihydrogen phosphate conforming to 21 CFR 182.6778: List 4B 
tetra potassium pyrophosphate: List 4B 
zinc orthophosphate: List 4B 

The following table lists the various chemical names, CAS Reg. No., and CAS Index 
Names that will be used for listing in 40 CFR.l80. Note that both the anhydrous and the 
hydrated forms are inclUded. The Agency sees no reason to distinguish between these chemicals 
given that the only difference is the attachment of the water molecules. 

Chemical Name CAS. Reg. No. Chemical Abstacts Index Name 

phosphoric acid 7664-38-2 Phosphoric acid (7Cl, 8Cl, 9CI) 
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Chemical Name CAS. Reg. No. Chemical Abstacts Index Name 

monoammonium phosphate 7722-76-1 Phosphoric add, monoammonium salt (8Cf, 9CI) 

diammonium phosphate 77S3-28-0 Phosphoric acid, diammonium salt (SCL 9CD 

tribasic ammonium phosphate 10361-65-6 Phosphoric acid, triammonium salt (SCL 9CI) 

ammonium hypophosphate 54390-90.-S Hypophosphoric acid, ammonium salt (9C1) 
(NH4)2H2P206 

ammonium orthophosphate 10124-31-9 Phosphoric acid, ammonium salt (SCI, 9CI) 
(NH4)3P04. 3H20 .. 
ammonium polyphosphate 6S333-79-9 Polyphosphoric acids, aminoniunt salts' 

calcium phosphate 10103-46-5 Phosphoric acid, calcium salt (SCI, 9CI) 

calcium dihydrogen phosphate 10031-30-S Phnsphoric acid, calcium salt (2: 1), monohydrate 
monohydrate ' (SCL 9Cl) . . 
monbasic calcium phosphate 775S-23-S Phosphoric acid, cal~iwn salt (2; 1) (SCI, 9CI) 

dibasic calcium phosphate 7757-93-9 Phosphoric acid, calcium salt (1 :1) (SCI, 9CD 

tribasic calcium phosphate 775S-S7-4 Phosphoric acid, calcium salt (2:3) C?CJ, 9CI) .. 
calcium hypophosphate Ca2P206 75499-50-2 Hypophosphoric acid, calcium salt (9CD 
.2H20 

calcium metaphosphate Ca(P03)2 13477-39-9 Metaphosphoric acid (HP03), calcium salt(SCL 
9C1) 

t::alcium pyrophosphate Ca2P207 7790-76-3 Diphosphoric acid, calcium salt (1:2) (9CI) 

magnesium orthophosphate !0043-S3-I Phosphoric acid, magnesium salt (SCI,'9Cf) 
Mg3(P04)2 

magnesium phosphate, dibasic 7757-S6-0 Phosphoric acid, magnesium salt (1 :1) {SCI, 9CI) 

magnesium phosphate, monobasic 13092-66-5 Phosphoric acid, magnesium salt (2:1)\SCI, 9CI) 

magnesium phosphate, tribasic 7757-S7-I Phosphoric acid, magnesium salt (2:3) 'csci, 9CD 

potassium phosphate 777S-77-0 Phosphoric acid, moi10potassium salt (SCI, 9CI) 

potassium phosphate 775S-11-4 Phosphoric acid, dipotassium salt (SCI; 9CI) 

potassium phosphate 777S-53-2 Phosphoric acid, tripotassium salt (SCL 9C1~ . 

potassium dihydrogen phosphate 777S-77-0 Phosphoric add, monopotassiurn salt (SCL 9CI) 
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Chemical Name CAS. Reg. No. Chemical Abstacts Index Name 

potassium orthophosphate di-H 89595-41-5 Phosphate, dihydrogen, monopota'isiu~ salt (9CD 
KH2P04 

tetrapotassium pyrophosphate 7320-34-5 Diphosphoric acid, tetrapotassium salt (9CI) 

sodium acid pyrophosphate 7758-16-9 Diphosphoric acid, disodium salt (9CI) 

sodium dihydrogen phosphate 755S-80-7 Phosphoric acid, monosodium salt (SCI, 9CI} 

sodium hypophosphate Na4P206 15537-S2-3 Hypophosph.oric acid, sodium salt (SCI, 9Cl) 
.10H20 

sodium orthophosphate Na3P04 7632-05-5 Phosphoric acid, sodium salt (SCI, 9Cl) 
.12H20 

sodium. pyrophosphate Na4P207 7722-88-5 Diphosphoric acid, tetrasodium salt (9CD 

disodium phosphate 755S-79-4 ' Phosphoric acid, disodium salt (SCI, 9CI) 

trisodium phosphate 7601~54-9 Phosphoric acid, trisodium salt (SCI, 9CD 

zinc orthophosphate 7543-51-3 Phosphoric acid, zinc salt (2:3), tetrahydrate (SCI, 
9CD 

zinc orthophosphate 7779-90-0 Phosphoric acid, zinc salt (2:3) (SCI, 9<;1) 

ammonium polyphosphate 68333-79-9 ' Polyphosphoric acid'>, ammonium salt 

tetrapotassium pyrophosphate 7320-34-5 Diphosphoric acid, tetrapotassium salt (9CD 

sodium acid pyrophosphate 7758-16-9 Diphosphoric acid, disodium salt (9Cl) 

sodium hexametaphosphate 6S915-31-l Polyphosphoric acids, sodium salts 

sodium hexametaphosphate 10124-56-S Metaphosphoric aeid (H6P6018), hex.asodium salt 
(SCI, 9CD 

sodium lripolyphosphate 775S-29-4 Triphosphoric acid, pentasodium salt (SCI, 9CI) 
(c) ' 

tettasodium pyrophosphate 7722~SS-5 Diphosphoric acid, tetrasodium salt (9Cl) 
(c) ' 

Attachment: 

EFED Review of Mineral Acids (Birchfield; May 7, 2002) 
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INERT INGREDIENT FOCUS GROUP 

DECISION DOCUMENT for 

Sulfuric Acid and Salts 

Petition No.: no 

Tolerance Reassessments?: yes 

Chemical Category/Group: mineral acid and salts 

The following describes the variouS ways that sulfuric acid and its salts are used. 

Table 1: Use Pattern (pesticidal -inert ingredient) 

Chemical Name ln<rt 40 CFR 180.1001 Inert Use Pattern Current Inert 
PC Code (Pesticidal) L~t 

sulfuric acid 878001 (c) 0.1% of pesticide 3 
fomJUlation; 

pH control age_nt 

ammonium sulfate 805601 (c} solid diluent, carrier 4B 

ferric sulfate 900332 (c) solid diluent, carrier 4B 

magnesium sulfate 850503 (c) solid diluent, carrier safener 4B 

potassium sulfate 805603 (c) solid diluent, carrier 4B I 

sodium sulfate 805604 (c), (e) ' solid diluent, carrier' 4B 

sodium bisulfate 873201 (d) acidifying/buffering ag~nt 4B 

zinc sulfate (basic and "889001 (c), (c), (e) coating agent 3 
monohydrate) 911567 solid diluent, carrier 

water repe11ent, dessicapt 

There is also a tolerance exemption for ferrous sulfate in 40 CFR 180.2. 

The tolerance exemption for calcium sulfate (40 CPR 180.1001 (e)) was reassessed in the 
IIFG Decision Document ''Weathered Materials", dated January 31, 2002. It is classified as List 
4A. 

' 

i 
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At this time, only sulfuric acid, ferrous sulfate monohydrate, ferric sulfate, sodium 
bisulfate, and zinc sulfate are used as active ingredients. There are no longer any EPA
registered active ingredient uses for any of the other above~ listed sulfate salts. 

Table 2: Use Pattern (pesticidal~ active ingredient) 

Chemical Active PC 40 CFR Number of Active Use Pattern (Pesticidal) 
Name. Code Products 

sulfuric acid 078001 180.1019 8 used to kill bacteria on potatoes, milking 
equipment and in food processing areas; as a 
dessicant 

ferrous sulfate 180.2 15 used to kill moss and algae on ornamentals 
monohydrate and turf 

fenic sulfate 034902 none 2 used to kill moss on ornamental lawns and 
tud' 

sodium 073201 none 3 used to kill bacleria on poultry , in toilet 
bisulfate bowls, and in air treaunem 

zir;c sulfate 527200 none 2 used to kill moss on wood and other smfaces 
monohydrate 

Table 3: Use Pattern (FDA GRAS): 

ChemicBl GRAS Citation GRAS Uses 

sulfuric acid 21 CFR 184.1095 pH Control agent, processing aid 

ammonium sulfate 21 CFR 184.1143 dough strengthener, firming agent, 
processing aid ; 

ferrous sulfate 21 CFR 184.1315 nutrient supplements, processing aid, use 
in infant formula 

fenic sulfate 21 CFR 184.1307 flavoring agent 

magnesium sulfate 21 CFR 184.1443 flavor enhancer, nutrient supplement, 
processing aid 

potassium sulfate 21 CFR 184.1643 flavoring agent and adjuvant 

zinc sulfate 21 CFR 182.8997 (no limitations specified) 
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Sulfuric acid also has uses in food contact surface sanitizing solutions under 21 CFR 
178.1010. 

Table 4: Use Pattern (non~pesticidal) 

Chemical Uses 

steel and copper; as mordant in textile 

water, are 
zinc-lime which is the zinc equivalent of bordeaux mixt. Zinc-lime is 
control of bacterial spot disease of peaches. 

'£en! 

extensively for 

depressant in froth flotation, eg, for lead-zinc ores; component of spinning bath in " 
manufacturer of rayon; chemical intennediate for manufacture of litho{)One (pigment), 
carbamate fungicides (zineb), zinc metal, other zinc compounds (zinc stearate); component of 
zinc plating baths; chemical for water treatment; component of cosmetics (skin fresheners); 
reagent for paper bleaching; in manufacter of glue; accelerating agent in dental impression 
material; agent in textile dyeing and printing; preservative for wood arid hides; fireproofing ' 

It should be noted that potassium sulfate has use as a fertilizer and sulfuric acid is used 
in the preparation of fertilizers. Plants need various elements (metals and non-metals) for proper 
growth. Especially for agricultural crops, plants are supplied these elements as part of C~emical 
fertilizers. The most important elements for plant growth are nitrogen, phosphorus, and 
potassium. Other metals needed in the soil for plant up-take are calcium, magnesium, iron, and 
trace elements such as zinc. Potassium sulfate is intentionally added to growing agricultural 
crops as needed to promote plant growth. 
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Assessment of Sulfuric Acid and its Salts 

Sulfuric acid and its ammonium, sodium, potassium, calcium, magnesium, iron, and zinc 
salts are being assessed as a group due to their chemical similarities. Due to its acidic nature the 
toxicity of sulfuric acid will be different from those of the more neutral sulfate salts. However, 
these sulfate salts all contain the sulfate ion (as either HS04·

1 or S04•
2 

), and thus share some 
common chemistries. A major focus of this assessment is the work previously performed by 
FDA in assessing the safety of these chemicals as food additives. 

1. PhysicaUChemical Properties~ 

The physical and chemical properties of sulfuric acid and its various salts are described 
in the May 7, 2002 EFED Assessment. See attached. 

2. Information Sources: 

The following information was used in performing this assessment: The available 
information consisted of information retrieved from various websites, such as, 
• EPA (www.epa.gov), 
• NIOSH, (www.cdc.gov/nioshiipcsnenglnengll97 .htmJ), 

( www .cdc. gov /nioshli pcsneng/nen g0362. html), ( www .cdc. gov /ni osh/7 4~ 128. h tml) 
(www.cdc.gov/niosh/idlhn664939.html) 

• TOXNET ( www.toxnelnlm.nih.gov.) 
• NTP (ntp-server.niehs.nih.gov/NewHomeRoc/9RoCFacts.html) 
• WHO (www.inchem.org/documents/jecfaljecmono/v05je83.htm) and 

(www.inchem.org/documents/jecfaljecmono/40abcj43.htm) 

Various FDA GRAS Assessments were used, as well as, the F AOIWHO Assessment for 
sodium sulfate. 

3. NIOSH (National Institute for Occupational Safety and Health) 

The NIOSH IDHL (immediately dangerous to life or health) Documentation and the 
International Chemical Safety Card for sulfuric acid indicate that it is a colOrless, oily, odorless 
liquid. The IDHL is 15 mg/rrt. The TLV (Threshold Limit Value) is l mg/m3 (TWA). Sulfuric 
acid reacts violently with water. lt is corrosive to the skin and the respiratory tract, and on 
ingestion. 

The NIOSH International Chemical Safety Card for magnesium sulfate indicates that a 
TL V has not been established. No effects were noted. 

4 



191

4. Acid Characteristics 

An acid is a substance that when dissolved in water yields H+ ions. The increase of the 
concentration of the H+ ions lowers the pH. Mineral acids contain a non-metal such as 
phosphorus, nitrogen, sulfur, or chlorine which may or may not be combined with oxygen. 
When combined with oxygen, these anions can be referred to as oxyanions. Strong acids are 
those acids that when dissolved completely transfer their H+ ions to water. Sulfuric acid is an 
example of a strong acid. 

5. Cations: Sodium, Potassium, Calcium, Magnesium, Iron, and Zinc 

Generally, a salt of a strong acid, such as sulfuric acid, when dissolved in water, 
dissociates to yield the sulfate anion (an anion which is negatively charged) and a positively 
charged cation. In the human·body, these salts tend to dissociate and thus, for the most part, 
react in the body as the anion and the cation. 

Metals such as calcium, sodium, ~agnesium, potassium, iron and zinc are required for 
proper functioning of human biological systems. For risk assessment pUrposes an important 
feature of these metals is that overall the body does have an effective means of processing them. 
The primary means of exposure to these cations is ingestion. Four of the most common cations 
required for functioning of human biology ~re: sodium, potassium, calcium and illagnesium. 
Chemically, sodium and potassium belong to the same chemical family: calCium and 
magnesium belong to a different chemical fit.mily. 

Sodium: 

The average human body burden of sodium is approximately 20 grams (g) for a 70 
kilogram (kg) adult. The sodium cation is necessary for the nerves and muscles to function 
properly. It is the principal cation of extracellular fluid, and helps to maintain the body's water 
balance. These electrolytes, the electrically charged ions in the body fluids, consist to a great 
extent of sodium and potassium. There is no Recommended Dietary Allowance (RDA) for 
sodium. 

Potassium: 

The average human body burden of potassium is approximately 140 g for a 70 kg adult. 
The potassium cation is important in regulating blood pressure, regulating c~Ilular water content,· 
maintaining proper pH balance, and transmission of nerve impulses. It helps to regulate the 
electrical activity of the heart and muscles. The potassium RDA is 900 mg/day. 

Calcium: 

The average human body burden of calcium is approximately 1 kg for a 70 kg adult; or 
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lnOth of our weight is calcium. The calcium cation is necessary for bone and teeth formation. 
It is also important to the proper functioning of nerves, enzymes, and muscles, and plays a role 
in blood clotting and the maintenance of cell membranes. The RDAs for calciwn are 1000 
mg/day for adults aged 19 to 50 years and 1200 mg/day for individuals older than 50 years. 

Magnesium: 

The average human body burden of magnesium is approximately 20 g for a 70 kg adult. 
The magnesium cation is also used in building bones. It plays a role in releasing energy from 
muscles and regulating body temperature. The RDA for magnesium is 310 to 320 mg/day for 
adult females and 400 to 420 mg/day for adult males with the RDA increasing with increasing 
age. 

Two common metal cations that are needed for functioning of human biology, but in 
smaller amounts often referred to as trace, are iron and zinc. 

Iron: 

The human body burden of iron is approximately 4.1 g for a 70 kg adult. Iron functions 
as a carrier of oxygen. The hemoglobin molecule in blood transports oxygen from the lungs to 
the cells. The myoglobin molecule supplies oxygen to muscle cells. Iron deficiency is 
characterized by anemia, stunted growth, fatigue, and lowered resistance to infection. The RDAs 
for iron are 10 mgiday [0.14 mglkgiday for an adult (70 kg) male (25 io 50 years)] and 15 
mg/day [0.25 for an adult (60 kg) female (19 to 50 years)]. Pregnant and nursing woman have 
increased requirements for iron. 

Dietary iron is poorly absorbed. The intestinal mucosa is a limiting factor in iron 
absorption. Normal absorption is about 1 mg/day in an adult male, and about 1.4 mg/day in an 
adult female. Absorption Occurs in the divalent (ferrous) form, which must then be oxidized to 
the trivalent (ferric) form for use. Acute toxicity of iron ingested from norm!:ll dietary sources 
has not been reported. However, death especially in young children has resulted from ingestion 
of large overdoses of medicinal iron. (doses ranging from 40 to 1600 mglkg - average 900 · 
mglkg). It is noted that the iron from ferric salts is less well absorbed than that from ferrous 
salts. 

Zinc: 

The average human body burden of zinc is approximately 100 milligram (mg) for a 70 
kg adult. The zinc cation is a component of mfmy enzymes and therefore has substantial 
involvement in many metabolic processes. It also assists in wound healing, blood formation, 
and general growth and maintenance of the body's tissues. The RDAs for zinc are 15 mgfday 
[0.21 mglkg/day for an adult (70 kg) male] and 12 mg/day [0.2 mglkgiday for an adult (60 kg) 
female]. According to FDA, the average daily intake of zinc from food (including water) was 
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0.23 mglkg/day in the early 1980s. Consuming too much ?inc (i.e. , 10 to 15 times the RDA) 
can cause health concerns such as anemia, pancreatic and kidney effects, and certain 
developmental effects. Consuming too little zinc can cause loss of appetite , decreased sense of 
taste and smell, decreased immune function, slow wound healing, skin sores, and developmental 
effects. 

6. Anunonium Salt; 

Anunonium sulfate dissociates to the negative anion and the positively charged 
ammonium cation (NH, +). Humans cannot convert atmospheric nitrogen to any form that can be 
used as part of any of the various metabolic cycles. Therefore, reduced nitrogen (Nbl/) has to 
enter the body from an outside source. These sources are the nitrogen-containing amino acids in 
protein which are consumed daily as part of the diet. Although the human body can produce 
some amino acids, ten amino ·acids are considered "essential" amino acids, i.e., they must be 
consumed in the diet. 

Generally the body works to maint~n a balance of nitrogen intake and nitrogen 
excretion. The estimated daily ammonia intake through food and drinking water is 18 mg. In 
contrast, 4000 mg of ammonia per day are produced endogenously in the human intestine. 

Ammonia and the ammonium ion ar;e integral components of normal human metabolic 
processes. Ammonia is released follOwing deamination that occurs when protein is used by the 
body for energy production. The liver conve'rts ammonia via the urea cycle iilto urea. According 
to FDA in Ihe "Evaluation of the Health Aspects of Certain Ammonium Salts as-Food 
Ingredients" (1974), "the nonnal liver so readily detoxifies ammonium ion from alimentary 
sources that blood concentrations of ammonium salts do not rise to the levels necessary to evoke 
toxic response." Approximately 80% of the body's excess nitrogen is eliminated through the 
kidneys as urea, approximately 25 to 30 grams per day. 
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7. Toxicological Profile Table 

The Agency has not reviewed any of the toxicological studies in the following table for sulfuric acid or any of its salts. The 
reviews of these studies were obtained from Toxnet, as well as other government websites . 

• 
Table 5: Toxicological Profile 

Chemical Toxicity Other Information 

Sulfuric Acid Solutions of greater than 10% are severely corrosive by all routes of exposure; CERCLA Reportable Quantity: greater than 
Solutions of less than >10% are strong irritants; 1000 lb (454 kg); 
!ARC: There is sufficient evidence that occupational exposure to 1993 US production= 80.3 billion lbs; 
strong-inorganic-add mists containing sulfuric acid is carcinogenic; 
ATSDR: No significant developmental or reproductive effects in mice or rabbits 
exposed to 20 mg/m3 sulfuric acid aerosols 7 hours per day on gestation days 6 to 
15 

Ammonium Sulfate l3 week oral in rats; dosesO, 0.38, 0.75, 1.5, 3.0%; NOEL= 1.5% in males (886 
mglkg/day), 3% in females (1975 mgfkg/day), (HD1) 

• Ferric Sulfate Irritant to skin, eyes and mucous membranes; Primary use i~ in waste water treatment; 
Excessive iron intake may cause toxicity 

Magnesium Sulfate Cathartic; US production 5.7.xi0 11 g (1985) 
Massive doses may cause systemic toxicity primarily loss of flu.id and 
electrolytes; 

• Negative in An'les TAIOO, TA1535, TA98 with and without activation; 
.Negalive in E.coli with and without activiation: 
Lowest published oral toxic dose in humans: 428 mglkg {rn) 351 mg/kg(f); 
Changes in serum composition (f,m), muscle weakness (f.m), cardiac 
arrhythmias (f); 
Lowest published Jethal dose in rats after oral exposufe 5glkg 
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Potassium Sulfate Saline cathartic; 1985 US production 2xl011 g; 
Systemic toxicity unlikely unless massive doses consumed; EPA Drinking Water standard: 250,000 ugfL 
Toxicity results from excessive loss of fluid and electrolytes. sulfate ion 

Sodium Sulfate Mouse oral LD50 = 59R9mglkg; 1993 US production 1.44billion lb; 
Non-toxic and oon-irritating to skin and mucous membraoes; EPA Drinking Water standard: 250,000 ugfL 
Saline cathartic; systemic toxicity unlikely unless massive doses consumed; sulfate ion 
Toxicity results from excessive loss of fluid and electrolytes; 
Negative in cell transfonnation (viral enhanced) in Syrian hamster embryo 
(SA7/SHE) cells; 
Positive in Saccharomyces cerevisiae reverse gene mutation assay 

Zinc Sulfate Irritating to sldn, eyes and mucous membranes; Regulated by Clean Water Act; subject to 
Use as an emetic may result in hemolytic and renal toxicity; effluent regulations: EPA DW 5000ug!L; 
Ames negative in TA97, TA102 with and without actiVation with S-9; us production 3.5x 1 010g (1985) 
Negative in Cell transfonnation with Syrian hamster embryo cells; 
Negative in Saccharomyces cerevisiae. 

• 
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8. OPP REDs (Reregistration Eligibility Decision Document) 

Mineral Acid RED 

The following infonnation on the acute toxicity of sulfuric acid was extracted from the 
1993 Mineral Acid RED: The oral LD50 is 350 mglkg, toxicity category IT. The dermal LD50 is 
> 2000 mglk:g, toxicity category i:rr. Sulfuric acid is toxicity category I for eye and dermal 
irritation. No other toxicological data were required based on the use patterns at the time of the 
issuance of the RED and the corrosiveness shown in the acute studies fo!;deJIUal..and eye 
irritation. 

There was also information on the acute toxicity of sodium bisulfate in the 1993 RED: 
The oral LD50 is 3000 mglkg, toxicity category III. The dennal LD50 is> 10,000 mglkg, toxicity 
category III. Sodium bisulfate is toxicity category I for eye irritation, and toxicity category IV for 
dermal irritation. No other toxicological data were required based on the use patterns at the 
time of the issuance of the RED and the fact that it forms ubiquitous metabolic products, sodium 
and sulfate, that are oflittle toxicological concern. 

Iron Salts RED 

The Iron Salts RED (1993) contains toxicity information on ferric sulfate, fen:ous sulfate 
monohydrate, and ferrous sulfate heptahydrate. The ferric sulfate oral LD50 is 1487 tO 2101 
mglkg, toxicity category ill. The dermal LD 50 is >2000 mglkg, toxicity category m The 
inhalation LC50 is> 1.1 mg/L, toxicity category ill. Fenic sulfate is toxicity category I for eye 
irritation and toxicity category IV for dermal irritation. For ferrous sulfate heptahydrate the LD50 

is 1520 mg/kg. A sensitization study with ferric and ferrous sulfate found no indication of 
contact sensitization by this compound. 

According to the RED, a "mutagenicity study in E. coli reported positive results at 30 
umoVL. With due regard for the continuing exposure that human beings have had to the iron 
and sulfate components of these chemicals over many generation, it is considered unlikely that 
this reported result in microorganisms has any bearing on probable effects in humans or other 
mammals at the levels expected from use of these compounds as pesticides." 

Zinc Salts RED 

The following information on the acute toxicity of zinc sulfate was extracted from the 
1992 Zinc Salts RED: The oral LD50 is> 2949 mglkg, toxicity category ill. Zinc sulfate acid is 
classified as toxicity category I for eye irritation based on one study in which "severe irritation 
was found when 0.09 g of99% zinc sulfate was applied to rabbit eyes. In another study, the 
application of 420 ug zinc sulfate to the rabbit eye found moierate irritation." Zinc sulfate is 
toxicity category IV for dermal irritation (very slight irritation). 
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In a chronic study, "zinc sulfate caused hematological changes in rats and dogs fed about 
100 ppm in the diet. ... In another report, mice given up to 5000 ppm of zinc as zinc sulfate in 
drinking water showed no evidence of carcinogenicity and no differences between treated and 
control groups." 

':r- ;: "When rats were given 333 mglkg zinc sulfate orally on days 1-18 of pregnancy, there 
was post-implantation mortality. Teratologic studies with oral zinc sulfate in three species of 
animals were negative for effects on pregnancy, maternal or fetal survival, or abnonnalities. In 
these studies mice were given up to 30 mglkg/day for days 6-15 of gestation, rats were given up 
to 42.5 mg/kg/day for days 6-15 of gestation, and hamsters were given up to 88 mglkg/day for 
days 6-10 of gestation. 

According to the RED, "[p]ositive results have been seen with zinc sulfate in some 
studies, including a Drosopht?a melanogaster sex chromosome assay with an oral5 mmol!L 
dose and a mutation assay with Saccharomyces cerevisiae at 100 mmol/L. DNA inhibition was 
seen in human HeLa cells at I umol/IJ4 hc;mrs and oncogenic transformation occurred at 200 
umol/L with hamster embryo." · 

It was concluded that: "Although some positive mutagenicity studies have been reported, 
there is no indication of mutagenic effects in normal living organisms from everyday exposure. 
Living organisms have long been exposed to the components of zinc [sulfate) without such 
exposure being attributed to mutagenicity."_ 

9. FDA GRAS (Generally Recognized As Safe) Assessments 

Ammonium Sulfate 

In the FDA Assessment titled "Evaluation of the Health Aspec_ts of Certain Ammonium 
Salts as Food Ingredients" (1974), the following general conclusion on ammonium compounds 
was reached: 

"Ammonia and ammonium ion are integral components of nonnal metabolic 
processes and play an essential role in the physiology of man. Although there 
have been no significant feeding studies specifically designed to ascertain the 
safety threshold of ammonium compounds as food ingredients, numerous 
metabolic studies have been reported in the scientific literature. Extrapolation o( 
these findings to the concentrations of ammonium compounds nonnally present 
in foods does not suggest that there would be untoward effects at such levels." 

Ammonium sulfate was evaluated in the ''FDA Assessment titled Evaluation of the 
Health Aspects of Sulfuric Acid and Sulfates as Food Ingredients." (1975) Ammonium sulfate 
has been used in food in the US since 1957. For infants (0 to 23 months) the average daily 
intake of ammonium sulfate in 1975 ranged from 0.53 to 2.58 mg/kg. For adults, it waS 1.01 
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mgikg. 

Magnesium Sulfate 

The FDA Assessment is titled "Evaluation of the Health Aspects of Magnesium Salts as 
Food Ingredients'' ( 1976). Magnesium is (1) a dietary essential, (2) involved in many metabolic 
reactions, (3) important in electrolyte balance, and (4) present in fruits, vegetables, grains, milk, 
meat and fish. There are no chronic toxicity data. The "status of magnesium as a ubiquitous 
and essential dietary ingredient for the maintenance of homeostatic and bioenergetic 
mechanisms leads to the opinion that none of the available evidence suggests any probable 
hazard when any of the GRAS compounds of magnesium is used as a food ingredient." It was 
concluded that there was no available information on magnesium sulfate that "demonstrates, or 
suggests reasonable grounds to suspect, a hazard to the public when they are used at levels that 
are now current and in the manner now practiced, or which might reasonably be expected in the 
future." 

Potassium and Sodium Sulfate 

The FDA Assessment is titled "Evaluation of the Health Aspects of Sulfuric Acid and 
Sulfates as Food Ingredients." (1975). For infants (0 to 23 months) the average daily intake of 
potassium sulfate in 1975 ranged from 0.05 to 0.49 mgfkg. For adults, it was 0.17 mglk:g. No 
information wac; given for sodium sulfate. 

Sulfates are present in many foods. Several amino acids contain sulfur. "Sulfates are not 
rapidly absorbed from the gastrointestinal tract." In a metabolism studies in rats, mice and dogs, 
it was observed that most sulfate (in rats greater than 80%) was excreted in 24 hours, most of it 
in the urine. 

"Sulfates are natural constituents of foods and normal products of sulfur 
metabolism in animals .... .it is evident that the toxiC manifestations following oral 
administration of the sulfates considered in this report appear only at levels that 
are many times greater than those to which man is exposed in his daily diet." It 
was concluded that: "There is no evidence in the available information on sulfuric 
acid, and on ammonium, calcium, potassium, and sodium sulfates that 
demonstrates, or suggests reasonable grounds to suspect, a hazard to the public_ 
when they are used at levels that are now current or that might reasonably be 
expected in future." 

Zinc Sulfate 

In the "GRAS (Generally Recognized As Safe) Food Ingredients -Zinc Salts" document 
(1972), the available information related to the safety of zinc sulfate a<; a food ingredient is 
summarized. However, the document offered no conclusions. 

12 
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10. FAOIWHO Expert Committee on Food Additives 

WHO performed an assessment on sodium sulfate in 2000. This assessment references 
an evaluation of the sulfate ion at the twenty-ninth meeting (Annex 1, reference 70). At that 
time an ADI of "not specified" was established based on the fact that "sulfate is a natural 
constituent of food and is a product of sulfur metabolism in animals." Sodium sulfate was not 
included in that ADI: at the time, there was no information to indicate the sodium sulfate was 
being used as a food-grade material. 

Various studies were described including those on renal clearance and laxative trials in 
humans, and long-term.and developmental studies in mice. It was concluded: 

" ... that the results of tlie published studies in experimental animals do not raise 
concern about the toxicity of sodium sulfate. The compound has a laxative 
action, which is the basis for its clipical use. The minor adverse effects reported 
after use of ingested purgative preParations containing sodium sulfate may not be 
due to the sodium sulfate itself. 

In the absence of any evidence of toxicity, the Committee allocated a temp01;:ary 
ADI 'not specified' ..... The ADI was made temporary because no information was 
available on the functional effect and actual uses of sodium sulfate in foods." 

11. Human Health Hazard Characterization: 

Sulfuric acid in its concentrated form is -highly corrosive. Due to this property toxicity 
testing can only be pcrfonned on dilute concentrations or on neutralized forms of the acid such 
as a salt. The consequences of acute exposure to sulfuric acid are well-understood. · · 
"Concentrated sulfuric acid has an extremely irritant, corrosive, and destructive action on all 
living matter including human tissues, not by virtue of its acidity (in concentrated form it is only _ 
slightly ionized) but because of its affinity for water. The affinity is so strong that it will remove 
the elements of water from even anhydrous organic matter such as carbohydrates, ·resulting in 
charring or carbonization with the liberation of heat. In sulfuric acid splashing accidents, the 
heat liberated by dilution of the concentrated acid with water used to flush the affected areas, 
can add thennal burn to chemical injury of the body." Thus sulfuric acid "can bum and ch3.r the 
skin. It is even more rapidly injurious to the mucous membranes, and exceedingly dangerous to 
the eyes. Dilute sulfuric acid, while it does not possess this charring property, irritates the skin 
and mucous membranes by virtue of its acidity and can cause dermatitis." 

Exposure to a mist of sulfuric acid can cause irritant effects on the mucous membranes 
and chemical corrosive effects upon the teeth. Strong inorganic acid mists containing sulfuric 
acid are listed as known human carcinogens. 

!3 
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Exposure to sulfuric acid in pesticide products as an inert ingredient would be in the role 
of a pH adjuster, that is, a liquid form, not a mist. This is indicative ofthe use of small amounts 
of sulfuric acid that are incorporated in a pesticide product to lower the pH . After the pH 
adjustment is performed, the sulfuric acid would be neutralized. As an active ingredient sulfuric 
acid is subject to FIFRA registration requirements and various labeling language as specified in 
the RED (Reregistration Eligibility Decision). Sulfuric acid must be used and applied according 
to good manufacturing or good agricultmal practices. However, there are no significant adverse 
effects, to the general public or any population subgroup from consumption of residues of 
sulfuric acid resulting from such uses. 

As a group these salts of sulfuric acid constitute a group of chemicals with many uses 
including direct use in the food supply. The available toxicity data indicates that the human 
body metabolizes sulfate, ammonium, calcium, iron, magnesium, potassium, sodium and zinc 
ions through well-understood pathways. In fact, ail are necessary human nutrients. Various 
salts of sulfuric acid have been used in the food supply for a number of years. There are no 
available data to indicate any significant adverse effects to the general public or any population 
subgroup from consumption of residues of the ammonium, calcium, iron, magnesi\}m, 
potassium, sodium, and zinc salts of sulfuric acid resulting from pesticide product uses. 

Given the long history of safe use, the available toxicity data, an understanding of the 
human body's ability to metabolize these chemicals, and the evaluations by FDA and \VHO, the 
IIFG believes that ammonium, sodium, potassium, magnesium, calcium, iron, and zinc sulfate 
salts are of low oral toxicity. 

12. Type of Risk Assessment/Risk Characterization: 

The toxicity of these chemicals derives from the irritation and caustic effects; therefore, a 
qualitative assessment for all pathways of human exposure (food, drinking water, and 
residential) is appropriate. 

Given the widespread occurrence of sulfuric acid and its salts in the existing food supply, 
the amounts that can be applied to food as a result of a use in a pesticide product would not be 
expected to significantly increase the existing amounts in the food supply. There is no available 
information on any of the salts of sulfuric acid considered in this document indicative of a 
human health hazard resulting from the EPA-regulated uses as well as the FDA GRAS uses to 
the general public or any population subgroup. No additional infom1ation is needed to assess 
their safety. 

13. Sensitivity of Infants and Children: 

Due to its acidic nature, its corrosive potential, there is high acute toxicity for sulfuric 
acid. Sulfuric acid must be used in pesticide products according to good manufacturing or good 

14 
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agricultural practices. The ammonium, sodium, potassium, magnesium, calcium, iron, and zinc 
salts of sulfuric acid have low toxic potential. At this time, there is no concern for potential 
sensitivity to infants and children. A safety factor analysis has not been used to assess the risk. 
For the same reasons the additional tenfold safety factor is unnecessary. 

14. Emironmental Fate and Ecotoxicity Assessment/Characterizatfon: 

In general, the constituent~ of the mineral acids, such as sulfuric acid, are commonly 
found in soil and water in the environment suggesting that releasing low levels of these 
chemicals would not normally be expected to adversely effect wildlife or water reso1,1rces. Large 
releases may adversely affect wildlife and water resources either directly or indirect! y. Direct 
effects may result from exceeding toxicity thresholds of specific chemicals. Indirect effects-may 
be manifested through disrupting ecosystems through altering pH or increasing availability of 
algal nutrients. 

Sulfuric acid is a strong acid. The;magnitude of the pH changes, and thus the magnitude 
of effects, would depend on a number of factors including the amount of material released and 
the buffering capacity of the exposed soil or water. Normal aquatic pHs range from 5 to 9. 
EPA's Office of Water recommended water quality criteria for pH are 6.5 to 9 for freshwater and 
6.5 to 8.5 for saltwater. At higher or lower pH aquatic life is expected to be adversely impacted. 
In addition, rapid changes in pH can also be detrimental to aquatic life. Sulfuric acid is not 
expected to be persistent in the environment'. Instead it is expected to dissociate, react with, 
organic or inorganic materials, and complex with ionic substrates. 

The magnesium, sodium, potassium, iron, and zinc salts of sulfuric_ acid should 
dissociate in water resulting in a positively charged (cation) metal in. solution. Diss-ociation is 
frequently dependent on pH, with lower (more acidic) pHs resulting in higher levels of 
dissociation and greater solubility. Aquatic toxicity of metals varies with the species of nietal 
and its concentration. EPA's freshwater water quality criteria for ifon is 1 ppm implying 
relatively low toxicity. Zinc has recommended criteria implying these metals are more toxic. 
Metals do not degrade and thus are permanent in the environment. They are likely to dissipate 
by being sequestered in soil, sediment, and plants. 

15. Cumulative Exposure: 

. Section 408(b)(2)(D)(v) requires that, when consideri-ng whether to establish, modify, or 
revoke a tolerance, the Agency consider "available information" concerning the cumulative 
effects of a particular pesticide chemical's residues and "other substances that have a common 
mechanism of toxicity." The chemicals considered iu this document are structurally related; 
however, all of the salts are low toxicity chemicals. Therefore, the resultant risks separately 
and/or combined should also be low. EPA does not have, at this time, available data to 
determine whether these pesticide chemicals have a common mechanism of toxicity with other 
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substances or how to include these pesticide chemicals in a cumulative risk assessment. 

16. Determination of Safety: 

Based on its review and evaluation of the available information, EPA concludes that 
there is a reasonable certainty that no harm will result to the general population, and to infants 
and children from aggregate exposure to residues of sulfuric acid and its ammonium, sodium, 
potassium, calcium, magnesium, iron, and zinc salts. Therefore, the following exemptions from 
the requirement of a tolerance are reassessed: In 40 CPR 180.2 ferrous sulfate. In 40 CPR 
180.1001 (c) ammonium sulfate, ferric sulfate, magnesium sulfate, potassium sulfate, sodium 
sulfate, sulfuric acid, zinc sulfate (basic and monohydrate), and-zinc sulfate (ba~;ic and 
monohydrate). In 40 CPR 180.1001 (d) sodium bisulfate. In 40 CPR 180.1001 (e) sodium 
sulfate and zinc sulfate (basic and monohydrate). Also sulfuric acid in 40 CFR 180.1019. 

17. List Reclassifications: 

The following List reclassifications are made or confirmed: 

Sulfuric acid: List 4B. With the restriction of use as a pH control agent; current limitation 
remains in place 
Ammonium sulfate: List 4B 
Ferrous sulfate: List 4B 
Ferric sulfate: List 4B 
Magnesium sulfate: List 4A, given its neutral pH in solution 
Potassium sulfate: List 4A, given its neutral pH in solution 
Sodium sulfate: List 4A, given its neutral pH in solution 
Sodium bisulfate: List 4B, given its acidic nature, similar.to that of sulfuric acid 
Zinc sulfate: List 4B 

The following table lists the various chemical names, CAS Reg. No., and CAS Index 
Names that will be used for listing in 40 CPR.l80. Note that both the anhydrous and the 
hydrated forms are included. The Agency sees no reason to distinguish between ~hese chemicals 
given that the only difference is the attachment of the water molecules.; . 

Chemical Name CAS. Reg. No. Chemical Abstacts Index Name 

Sulfuric acid 7664-93-9 Sulfuric acid (SCI, 9CI) 

Ammonium sulfate 7783-20-2 Sulfuric acid diammonium salt (SCI, 9CD 

Ammonium bisulfate 7803-63-6 sulfuric acid, monoammonium salt (8CI, 
9CD 

Calcium sulfate 777S-IS-9 Sulfuric acid, calcium salt (t :1) (SCI, 9Cl) 

16 
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Chemical Name CAS. Reg. No. Chemical Abstacts Index Name 

Calcium sulfate liz hydrate 10034-76-1 Sulfuric acid, calcium salt, hydrate (2:2:1) 
(CaS04. l/2H20} (9CI} 

Calcium sulfate dihydrate 10101-41-4 Sulfuric acid, calcium salt (I :1 }, dihydrate 
{ CaS04 . 2H20} (SCI, 9Cl) 

Ferric sulfate !002S-22-5 Sulfuric acid, iron(3+) salt (3:2) (SCI, 
9CD 

lron(II) sulfate 7720-7S-7 Sulfuric acid, iron(2+) salt {1: 1) (SCI, 
9CD ' 

Iron{II) sulfate dihydrate IOD2S-2!-4 Sulfuric acid, iron(2+) salt (1: 1), dihydrate 

' 
(9CIJ 

Iron (II) sulfate heptahydrate 77S2-63-0 Sulfuric acid, iron(2+) salt (1:1), 
{FoS04, 7H20J heptahydrate (SCI, 9CI) 

' 
Iron <m sulfate pentahydrate 13450-S0-1 Sulfuric acid, iron(2+) salt (1:1), 
(FeS04 . 5H20} pentahydrate (SCI, 9CI) 

Iron (II) sulfate tetrahydrate 2090S-72-9 Sulfuric acid, iron(2+) salt (1: 1}, 
. 

(FeS04. 4H20} tetrahydrate (SCI, 9CI) 

Iron (II} sulfate ennahydrate 7324S-92-7 Sulfuric acid, iron(2+) salt (1: I), 
(FeS04. 9H20) 

' 
nonahydrate (9CI)' 

Magnesium sulfate 74S7-SS-9 Sulfuric acid magnesium salt (1: 1) (SCI, 
9Cl} 

Magnesium sulfate heptahydrate 10034-99-S Sulfuric acid magrlesium salt (1: 1),-
{epsom salt) heptahydrate (SCI, 9CD 
{MgS04. 7H20} 

Magnesium sulfate monohydrate 1416S-73-1 Sulfuric acid magnesium salt (1 :1}, 
(MgS04. H20} monohydrate {SCI, 9CI~ 

' 

Potassium pyrosulfate 7790-62-7 Disulfuric acid, dipotassiwn sll;lt (9CD 
{K2S207) J 

' Potassium hydrogen sulfate 7646-93-7 Sulfuric acid, mo~opotassium s~t (SCI,-
(KHS04) 9CQ 

Potassiwn sulfate 7778-S0-5 Sulfuric acid dipotassium salt (SCI, 9CD 

Sodium sulfate 7757-S2-6 Sulfuric acid disodium salt (SCL 9CD 

Sodium sulfate decahydrate 7727-73-3 Sulfuric acid disodium salt, decahydrate 
{Na2S04 .lOH20} (SCI, 9CD 

Sodium sulfate heptahydrate 13472-39-4 Sulfuric acid disodium salt, heptahydrate 
{Na2S04 .7H20} (SCI, 9CQ 

17 



204

.. 
• 

Chemical Name CAS. Reg. No. Chemical Abstacts Index Name 

Sodium pyrosulfate 13870-29-6 Disu!furic acid, disodium salt (9CI) 
{Na2S207} 

Sodium sulfate hydrogen monohydrate 10034-88-5 Sulfuric acid, monosodium salt, 
{ NaHS04 .H20} monohydrate (SCI, 9Cl) 

Sodium bisulfate 76Ri-38-l Sulfuric acid, monosodium salt (SCI, 9Cl} 

Zinc sulfate (basic and monohydrate) 68813-94-5 Sulfuric acid, zinc salt. basic (9CI) 

7446-19-7 Sulfuric acid, zinc salt (I: l), monohydrare 
(SCI, 9CD 

Zinc sulfate 7733...02-0 Sulfuric acid, zinc salt (l:l) (SCI, 9CI) 

Zinc sulfate heptahydrate 7446-20-0 Sulfuric acid, zinc salt (1: l), heptahydrate 
{ZnS04. 7H20} (8Cf, 9CI) 

Zinc sulfate hexahydrate 13986-24-8 Sulfuric acid, zinc salt (l: 1), hexahydrate 
(SCI, 9CD 

Attachment: 

EFED Review of Mineral Acids (Birchfield; May 7, 2002) 

) 
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1706-EUN 
ian Blackwell to: jmann 02/04/2011 03:53 PM 
Cc: Tracy Lantz 

To: Juli Mann 
Steptoe & Johnson 

From: ian Blackwell 
US EPA/AD 

Dear Juli, 

I have begun work on your acute toxicity submission for 1706~EUN (0385696). You cite two 
documents that I cannot loca1e. Can you forward copies or internet links of these to me please? 

• EPA-HQ-OPP-2009-1 005-0003 
• EPA-HQ-OPP-2002-0162-170 

Thank You, 
ian Blackwell 
Chemistry and Toxicology Team 
Product Science Branch 
Antimicrobials Division (7510P) 
Office of Pesticide Programs 
Office of Chemical Safety and Pollution Prevention (OCSPP) 
U.S. Environmental Protection Agency 
2777 S. Crystal Drive 
Arlington, VA 22202 
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Fw: Ashland Inc. Additional Comments Regarding Registration Applications 
for Chlorourea Biocide 

FYI 

Dennis Edwards, Chris Kaczmarek, 
Melba Morrow, Tracy LaiT!z, Tim 

Joan Harrigan~Farrelly to: McMahon, Nader Elkassabany, Philip 
Ross 

Cc. Jennifer Mclain 

Can you bel'!eve il? 
----- Fmwarded by Joan Harrigan-Farrelly/OC/USEPAIUS on 02/03/2011 05:02PM-----

From: 
To: 

"Karen M. Hansen" <KHansen@bdlaw.com> 
Joan Harrigan-Farrelly/DC/USEPAJUS@EPA 

02/03/2011 05:25PM 

Cc: Steven Bradbury/OCIUSEPA/US@EPA, Philip Ross/DCIUSEPA/US@EPA, Rosemarie 
Kel!ey/DC/USEPA/US@EPA, Kim Wilson!DC/USEPA/US@EPA 

Date: 02/03/2011 03:36PM 

_ Su~~~-----~~~;_;Ad_~itiona_l __ co~~~-Reg~~~iL~~Q!_:trati~~~p~~~~!_for __ ~~!oro~~~~~~~~--.. ~·-~-~ 

Dear Joan, 

Attached please find further comments on the recent data submissions made by Nalco regarding its two 
unregistered biocides. The attached letter also requests that the Agency initiate its public transparency 
process with respect to the unregistered urea products. As Ashland has discussed with EPA, urea, when 
chemically reacted with sodium hypochlorite, generates the active ingredient chlorourea. Chlorourea has 
never been registered by EPA as a pesticide and has no known toxicological data. Data on urea will not 
address the unknown and unique risk issues associated with chlorourea. For these and other reasons, 
the Agency should follow its policy on providing for meaningful stages of public review and comment for 
these registration applications. 

Ashland appreciates your prompt consideration of these comments and its request. We also remain 
interested in meeting with you as set forth in our letter dated January 19, 2011. 

Thank you, and please let me know if you have any questions at this time. 

Best regards, 

Karen 

Karen M. Hansen, Esq. 
Beveridge & Diamond, PC 
1350 I Street, NW, Suite 700 
Washington, D.C. 20005 
(202)-789-6056 Direct 
(202) 789-6190 Fax 
khansen@bdlaw.com 
www.bdlaw.com 

CONFIDENTIALITY STATEMENT: This electronic message contains information from the law firm of 
Beveridge & Diamond, P.C. that is privileged and confidential. The information is in1ended solely for the 
use of the individual(s) or entity(les) named above. If you are not the intended recipient, be aware that any 
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disclosure, copying, distribution or use of the contents of this message is prohibited. If you have received 
this e-mail in error, please notify us immediately at (202) 789-6000 or by e-mail reply and then immediately 
delete this message. Thank you. 

ll2JI· .. 
),_ 
~ 

2011·02-03 to OPP 1e Nalco Data Submissions.pdf 
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BEVERIDGE~ 
&DIAMOND~ 

Koren M. Hansen 
1350 I Street N.W. 

Suite 700 
Washington, D,C. 20005-3311 

Olrect: (202) 789-6056 

Fox: (202) 789-6190 
khonsen@bdlow.com 

VIA ELECTRONIC MAIL 

Joan Han·igan~Farrelly 
Director, Antimicrobials Division 
Office of Pesticide Programs 

February 3, 2011 

U.S. Environmental Protection Agency 
2777 South Crystal Dr., One Potomac Yard 
Arlington, Virginia 22202 

Re: Nalco Applications to Register Ammonium and Urea Biocides 
Submitted On or Around December 23, 2010 

Dear Ms. Harrigan-Farrelly: 

I am writing on behalf of Ashland Inc. following the recent publication by the National 
Pesticide Information Retrieval System ("NPIRS") oflimited public information in connection 
with the contents of applications submitted to EPA on or around December 23, 2010 in support 
of the registration of three new Nalco pesticide products ("60615," "60620," and "60630"). 
Vlhile complete information about Nalco's application packages is not yet publicly available, 
even a brief review of the NPIRS information reveals a number of apparent deficiencies in 
Nalco's data packages that reinforce Ashland's concerns first identified in our January 19,2011 
comments to EPA In addition, and as we have commented to EPA previously, there is very 
little published and peer-reviewed scientific information about the possible effects ofNalco's in
situ generated chlorourea biocide on human health and the envirorunent. This fact, along with 
Nalco's unilateral decision several years ago ·to introduce this unknown chemistry to the public 
without EPA review, highlights the need for EPA to follow its guidelines for transparency in 
pesticide regulation by making appropriate information about Nalco's applications available to 
the public for review and comment before EPA makes a final decision about whether and under 
what terms and conditions to approve the registration of Nalco's unregistered biocides. 

Washington, D.C Maryland New York Mossachuselts New Jersey Texas California 
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BEVERIDGE &DIAMONDec 

Joan Harrigan~Farrelly 
February 3, 2011 
Page 2 

A. EPA Should Provide a Meaningful Opportunity for Public Review and 
Comment In Connection With Nalco's Applications for the First-Ever Pesticidal 
Use of Chlorourea. 

Nalco's pending application to register urea represents precisely the type of pesticide 
registration action for which the Agency has recently committed itself to revievving with more 
open and thorough public participation. 1 Although urea by itself may not be a "new" active 
ingredient and its pesticidal activity may be relatively understood, urea is not the active biocide 
involved with Nalco's product. Therefore, existing information on urea is essentially irrelevant 
to EPA's required review of the actual active ingredient in this product, chlorourea. In 
particular, the chemical reaction ofNalco's urea products with sodium hypochlorite generates a 
new and distinct active biocide, chlorourea. See, e.g., Nalco Patent Application for "60615" 
dated Aug. 2, 2007 at Para. 0028 (stating that "the active chloroureas that remain are more 
effective antimicrobials ... "). 2 Chlorourea has never been tested or evaluated by EPA in any 
context under FIFRA. No published toxicological data exist for chlorourea, and the open 
literature on chlorourea is relatively sparse. 

This lack of data, from a scientific perspective, raises a red flag regarding the 
uncertainties associated with applying this chemistry, for both the real-world workplace 
exposures and any food-contact scenarios that might be relevant to the use ofNalco's product 
Moreover, the urea/hypochlorite chemical reaction, if uncontrolled, creates hydrazine, a 
dangerous gas. EPA has never before reviewed the intended use of chlorourea as a biocide nor 
the controls necessary to prevent creation of hazardous gases with such a use, 

In October2009, OPP expressed its commitment to expanding the openness of the 
FlFRA registration process and began implementing a public participation process for certain 
registration actions, including applications for new active ingredients, certain first uses, and 
"other actions of significant interest." As EPA has explained, public input can help infonn the 
risk assessment and risk management processes associated with registration, while aiding in 
understanding potential risks and benefits, contributing to meaningful protective measures, and 
improving the public dialogue on pesticide registration decisions. Along with publishing notice 
of receipt of an application, which EPA should certainly do with respect to Nalco' s two long
unregistered products, consistent with its new registration transparency policy EPA should also 
open a public docket for the active ingredient chlorourea, and provide both an initial 30-day 

1 See "Public Participation Process for Registration Actions," dated March 31, 2010 (available online at: 
h.tlQ;{Lwww .ep_2dill.YL!.l:tsticid!<s/r:egill~_q!:!lic-pm:ti ci patioD=.r.r9:~.!iS .h trn_l ). 

2 See also Ashland's Feb. 16, 2010 Presentation to EPA, al Slide No. 13 (describing the reaclion equilibrium for 
Nalco' s urea producl); Slide No. 16 (demonstrating that chlorourea is a primary oxidanl species that reacts directly 
and no! via reformation of hypochlorite); and Slide No. 18 (demonstrating that chlorourea is the biocidal active in 
"60615"). 

2 
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BEVERJDGE&DIAMOND"' 

Joan Harrigan-Farrelly 
February 3, 20!! 
Page 3 

comment period and another 30-day comment period when the risk assessment and proposed 
decision have been completed and added to the docket3 

We do not know if EPA is considering Nalco's application for the registration of urea as 
one for a "new active ingredient," "first food use," "first outdoor use," or "first residential use" 
that would automatically trigger the Agency's transparency policy. Yet nothing is known about 
the toxicological profile of chlorourea, or the potential human and environmental exposures to 
this new biocidal chemical (including possible food-contact resulting from chlorourea residues in 
treated paper). Accordingly, public participation in the registration process for Nalco's urea 
products should be viewed by the Agency as at least as important as that for an application for a 
new active ingredient or any other new use. Public involvement would also be fully consistent 
with OPP's substantial efforts over the past year to ensure public participation as it reviewed 
basic regulatory decisions related to Nalco's unregistered urea and ammonium sulfate products 
under FIFRA- most notably through the opening of the public docket on May 19,2010 and 
subsequent extension of that public comment period until September 2, 20 I 0.4 

B. Publfcly Available Information Regarding Nalco's Data Submissions Suggest 
Serious Deficiencies That Prevent EPA From Proper Review as Required by 
FIFRA 

Although NPIRS provides only a partial picture ofNalco's actual data packages 
submitted to EPA, the information that is currently publicly available suggests that Nalco's 
submissions do not adequately address even the subset of requirements identified in EPA's 
December 16, 20 I 0 letter, let alone the full range of data requirements applicable to Nalco's 
products as described in Ashland's January 19, 2011 letter to OPP. We summarize some of the 
apparent deficiencies below. 

(I) Nalco's 60615 urea product; 

3 EPA's public participation policy is disiinct from the Agency's statutory obiigalion under FIFRA Io publish 
notice of receipt of all ofNalco's applications to I he extenl thai I hey each seek !he registration of new biocidal uses. 
As neither urea nor ammonium sulfale have previously been registered by EPA for biocidal use under FIFRA, 
Nalco's applications "enlail a changed use pattern" with respecl to both active ingredienls thai obligate EPA 
pursuaru to FIFRA Section 3(c)(4) to "prompily'' publish nolice ofNalco's applications in the Federal Regislers and 
provide 30 days for comment by any interested persons. See also 40 C.P.R. § 152.102 (slating !hat EPA will issue a 
notice ofreceipl of each appl ical ion for regislration of a product I hat contains a new active ingredienl or !hal 
proposes a new usc). As of this date, no such notice appears Io have been published by EPA in connection wilh any 
ofNalco's recenl applications relaled Io ils two unrcgislered biocides. 

4 See, e.g., Email dated July 13, 2010 from M. Morrow (EPA) to Counsel for Buckman, Ashland, and Nalco 
(explaining that an exlension to the conunent period was warranted in order Io ensure thai "members of the public 
have sufficient time to review all pertinenl in fonnalion regarding the sale, distribution and use of ammonia and urea 
for/in the pulp and paper board industry"). 

3 
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Joan Hanigan-Farrelly 
February 3, 2011 
Page4 

Notwithstanding the fully w1eva!uated nature of chlorourea, Nalco's single substantive 
submission in connection with "60615" appears to be limited to a 13-page ''EPI SUITE" 
screening report (MRID No. 48340707) that was apparently provided to EPA as a substitute for 
any actual laboratory data. It is unclear how Nalco's attempt to use "EPI SUITE" modeling in 
this case will fully address the requirements outlined in the Agency's December 16letter and set 
forth in EPA's regulations. With a completely unknown active ingredient such as chlorourea, 
however, EPA should require the development and submittal of data, and not allow the use of 
modeling or waivers that may be appropriate in other circumstances, such as for products 
involving thoroughly reviewed chemistries. 

There is no indication in the NPIRS summary that Nalco has submitted an activated 
sludge respiration study to determine the potential impacts of chlorourea on microorganisms 
found in biological wastewater treatment systems. 

Finally, while the specific purpose ofNalco's 14-page "discussion of residue issues" is 
not obvious from the NPIRS summary, the pre-registration requirement is to obtain a fOrmal 
food contact substance notification for chlorourea from FDA. 

(2) Nalco's 60620 ammonium sulfate product: 

Nalco's five-page acute toxicity submission prepared by Steptoe & Jolrnson (MRID No. 
48340805) is unlikely to represent the six separate toxicity studies on the active ingredient and 
proposed product required by EPA in its December I61etter. 

Moreover, although Nalco appears to have submitted the three acute ecotoxicity studies 
(MRlD Nos. 43840806, -807 and -809) identified by EPA, it is not clear from NP!RS whether 
the aquatic and fish toxicity data were conducted, as they must be, using chloramine (rather than 
ammonium sulfate) as the test substance. 

Finally, Nalco does not appear to have submitted any of the three mutagenicity battery 
studies required in EPA's letter. 

(3) Na1co's 60630 urea product: 

Nalco's "60630" product appears in NPIRS to be supported only by product chemistry 
data at this time. It is unclear what, if any, connection this application may have to Nalco's 
60620 urea product. However, the "60630'' product also must independently meet all of 
FIFRA 's data requirements for urea biocides. 

* * ' * 

4 
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Joan Harrigan-Farrelly 
February3,20ll 
Page 5 

Thank you for your prompt attention to these comments and our request for EPA to 
confinn that it wiii follow the Agency's transparency policy in conducting the FIFRA review of 
Nalco's chlorourea biocide. Please contact me if you have questions or would like to discuss any 
aspect of this letter. 

cc: S. Bradbury, Ph.D. (OPP) 
R. Kel!y (OECA) 
K. Wilson (OECA) 
P. Ross (OGC) 

Karen M. Hansen 

5 



Agenda for new AI scoping meeting on Tuesday: Ammonium Sulfate and 
Urea 

David Bays, Dennis Edwards, Earl Goad, Ian 
Blackwell, Karen Hicks, Melba Morrow, Nader Tracy Lantz to: Elkassabany, Najm Shamim, Nathan Mott[, Steve 
Malish, Timothy Dole, Velma Noble 

01/31/201110:20PM 

Attached below is the agenda for our meeting on Tuesday from 3A PM in room 8671. 
If you are teleworking tomorrow, please call in: 8662993188 code: . 

 . 
I've already heard from Najm and Karen who will call in should there be freezing rain. 
Dennis will be in the office no matter what the weather. 

~ 
Agenda lor 020111 Nalee seeping mtg.dee 

IfI am not in the office tomorrow, you may reach me by e~mail (epa address) or phone prior to 
the meeting .) 

Thanks 

{,J A~_ 
0:;. A~~(J cl..-t~":J 

Tracy Lantz 
Regulatory Team 31 
Antimicrobials Division 
U. S. Environmental Protection Agency 
Phone: (703)30a.64i5 
FAX: (703) 308-848i 
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Occur in Pulp and Paperboard 

Data Requirement 
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Devon Wm. Hill 
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Nalco Company 
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NALCO 
Report No. N20t0-Res, page 2 

Statement of Data Confidentiality 

Information claimed confidential on the basis of its falling within the scope of FlFRA § IO(d)(i)(A), 
(B), or (C) has been removed to a confidential appendix and is cited by cross-reference in the body of 
the study. 

Company: 

Submitter Name: 

Signed: 
Date: 

Nalco Company 

Linda J. Fane 
Nalco Company 
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NALCO 
Rcpon No. N2010-Res, page 3 

Good Laboratory Practices Statement 

This paper, titled "Nalco 60620 and Nalco·60615: Discussion of Residue Issues That May Occur in 
Pulp and Paperboard" is a discussion and presentation of information. No data are being submitted 
that are subject to Good Laboratory Practice Standards (40 CFR Part 160). 

Submitter: 
Linda 

-6~A'~""';!"-''--P{S_,""""'+------- Oat" 
Fane 

Nalco Company 
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NAlCO 
Report No. N20J O-Res, page 4 

iNTRODUCTION 

This discussion of information is submitted to support the registration ofNalco 60620 and Nalco 
60615. Information provided is to satisfy the Agency's request for residue studies to determine 
chloramine levels that may occur in pulp and paperboard. 

The information has been removed to the confidential appendix and is cited by CROSS REFERENCE 
NUMBER I, due to the confidential nature of the infonnation. 
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Replacement page for rainbow trout study 
Mann, Juliana 
to: 
Tracy Lantz 
01113/201112:24 PM 
Hide Details 
From: "Mann, Juliana" <JMann@steptoe.com> 

To: Tracy Lantz/DC/USEPA/US@EPA 

1 Attachment 
ml[l•

.d!;_ 
Nalco rainbow trout study pgZ.pdf 

Tracy: 

Page 1 of 1 

A correCted page 2 for Nalco's rainbow trout study is attached. There was a problem with the Statement of No 
Data Confidentiality that has been corrected. 

If you need anything else please let me know. Thank you for your help on this. 

Juli 

Juli Mann 1 Paralegal Specialist 1 Steptoe & Johnson LLP 11330 Connecticut Avenue, NW 1 
Washington, DC 20036~1795 I Phone: 202-429-3095 I Fax: 202-429-3902 I jmann@steptoe.com 

This email may conlain informalion that is privileged, confidential, or otherwise protected from disclosure. If you have received this email in error, do 
not copy, distribute, save or otherwise use. Please noUfy the sender immediately at jmann@sleptoe.com. 

fi1e://C:\Documents and Settings\tlantz\Loca1 Settin.gs\Temp\notes87944B\-web3740.htm 8/9/20 II 
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STEPTOE &jOHNSONcu> 

WRITER'S DIRECT DIAL 
202.429.3095 
jmann®steptoe.com 

January 10, 2011 

Via U.S. MAIL 

Mr. Dennis Edwards 
Antimicrobials Division 
U.S. Environmental Protection Agency 
One Potomac Yard 
2777 South Crystal Drive 
Arlington, VA 22202 

AliOlP.HYS Af LAW 

RE: Request for PRIA Fee Discretionary Refund 

OPP Decision Number: D-443828 

Product Name: Nalco 60620 (EPA File Symbol: 1706-EUN) 

Dear Mr. Edwards: 

1330 Connecticu( Avenue. NW 
Washington. DC 20036-1795 

Tel 202.429.3000 
Fax 202.429.3902 

steptoe.com 

On behalf of our client, Nalco Company, this is a request for a discretionary refund of the PRIA fee 
supporting the above identified pending registration. The assigned PRIA code, A380, carries a fee of 
$104,187 and a review time of24 months. 

We believe this fee and review time are not warranted for the following reasons: 

1. Nalco 60620 is substantially similar to an existing registered product, Busan 1215, EPA Reg. No. 
1448-433. That fact is substantiated by statements made by Buckman, registrant of Busan 1215 
(attached to this request letter and available at EPA-HQ-OPP-2009-1005-0003 at electronic pages 4 and 
7). Nalco believes that the correct identificatjon of the active ingredient is ammonium sulfate, which is 
what is used to formulate this product. The Agency's review of the Buckman products is fully 
applicable to Nalco's product as Buckman identified its products to be essentially identical to Nalco's. 

\l;'i>;SIIINCTON • Kf.W YORK • CHICAGO • f'llOENIX • LOS ANGElES • CENTURY C.ITY • LONI>ON • IIRUS\FLS • lHIJING 
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Mr, Dennis Edwards 
January 10,2011 
Page2 

STL P TOE &)0 II NSON '"' 

2. Nalco is relying upon existing Agency decisions regarding this compound and its dissociation 
products, which have been used to support multiple decisions. In particular, see the tolerance 
reassessment for mineral acids and associated salts (EPA-HQ-OPP-2002-0162-170), RED and 
registration review decision docwnents on mineral acids, decisions regarding related compounds such as 
ammonium nitrate (inert ingredient for food use), and decisions regarding ammonia and ammonium ion 
from similar compounds. 

3. FDA determined that ammonium sulfate is a GRAS material when used as a direct food additive. 
See 21 CFR 184.1143. 

4. The amount of data submitted to support the registration does not warrant a 24-month review 
time. In order to satisfy the product specific data requirements, Nalco submitted product chemistry and 
is relying on published literature and EPA/OPP assessments to satisfy acute toxicity data requirements. 
Nalco is relying on a selective cite-all to satisfy generic data requirements. Nalco submitted four ecotox 
studies, (OPPTS Guidelines 850.1010, 850.1075 (bluegill sunfish and rainbow trout), and 850.2100), 
and discussion papers on applicator exposure and residue. The submitted data are relatively simple, are 
acute studies, and require little time or effort to review. In fact, these are less complicated and shorter 
than typical efficacy studies submitted with other types of applications such as those under PRlA Code 
A570 (which has a PRIA fee in total of $3474). 

The Agency will have little need to review data or conduct extensive assessments but rather will rely 
primarily on existing information and prior decisions. In accordance with the fee reduction guidance 
information to which you referred us, we believe the following to be the appropriate fee for this 
application (percentages are the percent of work by task): 

Nonrefundable portion: 25% 
Review of new information 15.5% 
FR Notice 15% 

Total 

$26,047 
$16,207 
$15,628 

$57,882 

Based on the foregoing reasons, Nalco requests a fee reduction from $104,187 to $57,882. This amount 
was submitted to the Agency on December 22, 2010 to cover registration fees. 

Thank you for your attention to this request. If you have any questions or require any additional 
infonnation please contact me at (202) 429-3095. 

Sincerely, 

C1J. htllM/v'
V'l~~~~ann Paralegal Specialist 

Agent for Nalco Company 
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BUCKMAN LABORATORIES, INC.'S REPLY TO NALCO COMPANY'S DEC, 4, 2007 

REQUEST THAT EPA RECONSIDER ITS REGISTRATION FOR AMMONIA 

PRODUCTS AS PRECURSORS TO CHLORAMINE USED IN WATER TREATMENT 

AND 

BUCKMAN LABORATORIES, INC.'S REQUEST THAT EPA IMMEDIATELY 

PROHIBIT FURTHER DISTRIBUTION AND SALE OF UNREGISTERED AMMONIA 

FOR WATER TREATMENT 

Michael Boucher 

MCKENNA LONG & ALDRIDGE LLP 
1900 K Street, NW 
Washington, D.C. 20006 
(202) 496-7729 

Counsel to 

Buckman Laboratories, Inc. 

September 2, 2008 
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I. Overview 

Nalco Company's (hereinafter, "Nalco's") December 4, 2007 ''Request That EPA 

Reconsider lis Regislration for Ammonia Products as Precursors to Chloramine Used in Water 

Treatment and Provide Assurance That There Is No Risk of Enforcement during the 

Reconsideration and Any Necessary Transition Period" (hereinafter, "Nalco's Petition") is a 

tirade against EPA's registrations ofBCMW (EPA Reg. No. 1448w432) and Busan 1215 (EPA 

Reg. No. 1448w433), Buckman Laboratories, Inc.'s (hereinafter, "Buckman's") manufacturingw 

use and end-usc ammonia products, respectively. The violence of Nalco's protest tacitly 

acknowledges Nalco's need to register its own current endwuse ammonia product, Nalcon 60620, 

because NaiCon 60620 and Busan 1215 essentially have the same composition, are used by the 

same industrial users in the same manner for water disinfection, and are considered 

interchangeable products in the marketplace. Nalco 's Petition ignores the unknown and 

potentially unreasonable risks presented by the ongoing use of unregistered ammonia to produce 

monochloramine (hereinafter, "MCA"), including human health risks from unapproved residues 

of MCA in paper used for food packaging and toxicity to aquatic organisms from MCA residues 

in industrial waste water. 1 Not surprisingly, Nalco also ignores the significant and ongoing 

damage being done unfairly to the commercial value of Buckman's ammonia registrations~ and 

to Buckman's ability to recoup its investment in such registrations~ by Nalco's ongoing sale of 

unregistered ammonia with EPA's "temporary'' permission, which has lengthened to seven 

months with no end in sight. 

1 Coincidemally, we have obtained a pre·publication Federal Register n01ice, attached herelo as Exhibit "A," which 
reports lhat Zentox Corporation has petitioned the Food and Drug Adminislration to use MCA as a food addilive, 
specifically, "as an antimicrobial agent in pouhry process chiller wmer" (emphasis added), even lhough EPA has not 
registered MCA or ammonia for any such use. This food addilive pelition underscores the urgenl need for EPA to 
publicly affirm its jurisdiction over MCA -specifically, lo prohibit 1he further distribution and sale of unregis1ered 
ammonia for any water lreatmenl use, including poultry processing. 

-I-
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To justifY the status quo, Nalco offers a series of increasingly erratic and unfocused 

arguments. Initially, Nalco alleges that ammonia cannot be registered, because it is not an active 

ingredient (Nalco's Petition at 6-7), but later flip-flops and acknowledges that, in fact, EPA can 

register a precursor of an active ingredient, where registration of the active ingredient itself is not 

practical (Nalco's Petition at 9)- exactly as EPA has done with BCMW and Busan I 215, 

because the registration of MCA itself for water treatment is impractical. Then, Nalco agrees 

that combining ammonia and sodium hypochlorite produces MCA (Nalco's Petition at 4), in a 

chemical reaction known since the early 1900s, but alleges that MCA is not an active ingredient 

that is separate from ''chlorine" (hypochlorous acid) (Nalco's Petition at 8-9, 11 ), even though 

the production ofMCA is a reaction that is not considered reversible (i.e., once formed, MCA 

does not readily break down into, or otherwise produce, ammonia and hypochlorous 

acid/hypochlorite ions), and despite that EPA and industry recognize MCA as a distinct active 

ingredient with valuable properties that are different from those of hypochlorous acid. Nalco 

also plays variations on the foregoing theme, s]:!ecifically, that ammonia "sequesters" and 

releases ''chlorine" by a novel chemical process that Nalco never explains (Nalco's Petition at 4, 

6-7, 1 1-12), and that ammonia is only an adjuvant used with "chlorine" and, thus, requires no 

registration (Nalco's Petition at 15), even though ammonia reacts completely with sodium 

hypochlorite to form a new active ingredient, MCA, and, thus, does not hold or release 

hypochlorous acid and does not resemble any adjuvant. 

For the foregoing reasons, as articulated and explained in this petition, we respectfully 

request pursuantto section 553(e) of the Administrative Procedures Act (5 U.S.C. § 553(e)) that 

EPA deny Nalco's Petition and immediately prohibit further distribution and sale of unregistered 

ammonia for water treatment. Nalco has asked for time to register ammonia but neither needs 
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nor deserves any additional time. Nalco has had notice of EPA's policy on the registration of 

ammonia fOr water treatment since the Agency's registration of Buckman's ammonia products 

ou March 6, 2007. Since then- a period of 18 months- Nalco has found ample time to make 

two lengthy and duplicative submissions and one responsive submission to EPA in order to 

subvert the Agency's registration of Buckman's ammonia products. Neither ofNalco's original 

filings ever had a likelihood, much less a certainty, of persuading EPA to revoke its considered 

registrations of ammonia, which Nalco knew at the time of its filings. Indeed, as recently as 

July 15,2008, the Agency amended Buckman's registration ofBusan 1215 to add a new use 

(industrial water systems), which suggests no intent by EPA to grant either of Nalco's original 

requests to revoke Buckman's ammonia registrations. Accordingly, in addition to filing petitions 

with EPA, Nalco also should have filed or, at a minimum, prepared itself fully to file an 

application to register ammonia sometime during the past 18 months. If, as it appears, Nalco has 

chosen instead to focus wholly on a speculative petition effort intended to manipulate EPA into 

allowing Nalco to remain on the market without an ammonia registration and, thereby, to 

continue to compete with Buckman unfairly and, specifically, to erode its customer base, the 

Agency should not now reward Nalco for its gamesmanship with any additional time to register 

ammonia. 

In preparing this petition on behalf of Buckman, we consulted with scientists and 

regulatory consultants at Technology Sciences Group Inc., namely, Dr. Robert Stewart, Vice 

President and Managing Director, and Dr. David Brookman, Director of Environmental 

Chemistry. Drs. Stewart and Brookman have reviewed and concur in our technical 

representations in this petition. 

-3-
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H. Both Nalco and Buckman sell ammonia ror use in proprietary systems in whjch 
ammonia and sodium hypochlorite react to form MCA. which is the active 
ingredient supplied by each system for water treatment. 

Use of either Nalco's or Buckman's end~use ammonia product, as labeled, generates the 

same main active ingredient, MCA (monoch!oramine), which is formed by a chemical reaction 

that occurs at the time of use. The general reaction is as follows: 

Figure 1 

base 
HOCI/OCr + 

Hypoclorous acid/ Ammonia/ 
hypochlorite ion ammonium ion 

Monochloramine Dichloramine Nitrogen 
trichloride 

The reaction is nonnal!y terminated at the stage where MCA is formed, but dichloramine and 

nitrogen trichloride also may occur. 

The nominal active ingredient in Na!co's end-use ammonia product (Na!con 60620) is 

"ammonium sulfate" and in Buckman's end-use ammonia Pi-oduCt (Busan 1215) is "ammonia. 

(total)," which derives· from an aqueous mixture of ammonia and ammonium sulfate. Therefore, 

both products provide ammonia or ammonium ions in the reaction shown in Figure l above, and 

both lead to the in~situ generation of one or more ch!oramines. 

According to its label, attached hereto as Exhibit "B," Na!con 60620 is an unregistered 

formulation consisting of20% ammonium sulfate and 80% "constituents ineffective as spray 

adjuvants," presumably water. Na!co sells Na!con 60620 as part ofits "OxiPRO™ Deposit 

Control Technology'' and, specifically, for use in Nalco's "OxiPRO Feed System," which is 

illustrated and described in a Na!co proposal and a Nalco slide presentation attached hereto as 

Exhibits "C" and ''D," respectively. Nalco's label for Nalcon 60620 and Nalco's materials on 

the OxiPRO Feed System describe a process in which a Na!co technician adds Na!con 60620 to 

-4-
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Fw: Ammonium Sulfate Docket Verification 
Tracy Lantz to: Caroline Klos 
Cc: Dennis Edwards, Velma Noble 

with addi1ional signature, see below. 

1"(Jct~ 
Tracy Lantz 
Regulatory Team 31. 
Antimicrobials Dlvfsion 
U. S. Environmental Protection Agency 
Phone: (703)30SH6415 
FAX: (703) 308-8481. 

~--~Forwarded by Tracy Lantz/DC/USEPA/US on 01/07/2011 10:09 AM~---~ 

From: 
To: 
Date: 
Subject: 

cts/cts/QP/USEPA/US@EPA 
Tracy Lantz/DC/USEPA!US@EPA 
01/07/2011 10:06 AM 
Ammonium Sulfate Docket Verification 

01/07/201110:10 AM 

Please open the attached document. This document was digitally sent to you 

~· using an HP Digital Sending device. IUnt~led].pdl 
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UNITED STATES ENVIRONMENTAl PROTECTION AGENCY 
WASHINGTON, D.C. 20460 

December 9, 2005 

Memorandum 

Subject: 

Active Ingredient: 
PC Code 

Ammonia 
128824 

DP Barcode: D313637 

From: 

Through: 

To: 

Deborah Smegal, MPH, Toxicologist 
Risk Assessment and Science Support Branch (RASSB) 
Antimicrobials Division (751 OC) 

Norm Cook, Branch Chief ~ ~ 
Risk Assessment and Science Support Branch (RASSB) 
Antimicrobials Division (751 OC) 

Drusilla Copeland 
Regulatory Management Branch I 
Antimicrobials Division (7510C) 

I 
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1.0 BACKGROUND 

The Agency was requested to review a new use for·ammonia for use in food-contact pulp/paper. 
The registrant proposes to mix their product BCMW/BUSAN 1215, which contains dilute 
solutions of ammonia, with sodium hypochlorite ( 12.5%) to form monochloramine on 
pulp/paper. Thus, this hazard assessment will evaluate both potential occupational exposure to 
ammonia and potential dietary exposures to monochloramine. Therefore, the toxicity profile for 
ammonia focuses on the hazard associated with dermal and inhalation exposures, while the 
toxicity profile for monochloramine focuses on the hazard associated with oral exposures. -1 

-yo'(·<> . 

2.0 HAZARD ASSESSMENT 

2.1 Acute Toxicity of BUSAN 1215 

,-'0- !":.> 
12...'"' (, ' 

The acute toxicity data for the product BUSAN 1215 containing 7.59% are acceptable. 
All of the acute toxicity studies for BUSAN 1215 are listed in category N, and it is a non
sensitizer. The acute toxicity data on the BUSAN 1215 is summarized below in Table I. 

Table 1. Acute Toxicity Data on Busan 1215 

Guideline No./ Study Type MRIDNo. Results Toxicity 
Category 

870.1100 Acute oral toxicity 46435108 LD50 > 5000 mglkg IV 

870.1200 Acute dermal toxicity 46435109 LDso > 5000 mglkg IV 

870.1300 Acute inhalation toxicity 46435110 LC50 2:2.08 mg/L (4-hr) IV 

870.2400 Acute eye irritation 46435111 Minimally irritating (rabbit) IV 

Irritation cleared within 48 hours 

870.2500 Acute dermal irritation 46435112 Slightly irritating IV 

870.2600 Skin sensitization 46435113 Not a skin sensitizer (guinea pig) 

2.2. Ammonia Toxicity Profile 

Ammonia is an essential mammalian metabolite for DNA, Ri~A and protein synthesis and is 
necessary for maintaining acid-base balance. It is produced and used endogenously in all 
manunalian species. Ammonia is excreted primarily as urea and urinary ammonium compounds 
through the kidneys (ATSDR 2004 ). 

Acute. Ammonia is a corrosive substance and the main toxic effects are restricted to the sites of 
direct contact with ammonia (i.e., skin, eyes, respiratory tract, mouth, and digestive tract). It is 
an upper respiratory irritant in humans. The acute toxicity of gaseous ammonia is generally 
considered the effect of the chemical reactivity producing an extremely sharp, irritating odor 
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causing eye, skin, and respiratory irritation. At concentrations exceeding 50 ppm, immediate 
nose and throat irritation is experienced (ATSDR 2004). Immediate lethality may occur at 
concentrations in excess of5,000 ppm; however, the acute lethal exposure concentration depends 
on the exposure duration (ATSDR 2004). 

The skin is extremely sensitive to airborne ammonia or ammonia dissolved in water. Dermal 
exposures to liquid ammonia or concentrated solutions and/or ammonia gas are frequently 
occupationally related and produce cutaneous burns, blisters, and lesions of varying degrees of 
severity. The topical damage caused by ammonia is probably due mainly to its reactivity and 
irritation properties. Its high water solubility allows it to dissolve in moisture on these surfaces, 
react with fatty substances, be absorbed into deeper layers, and inflict extensive damage. The 
severity ofthe damage is proportional to the concentration and duration of exposure; flushing 
with water immediately after contact alleviates or prevents effects (ATSDR 2004). 

Ingestion of concentrated ammonium solutions may produce severe burns and hemorrhage of the 
upper gastrointestinal tract (ATSDR 2004). 

Subchronic. Ammonia causes adverse respiratory effects in animals following inhalation 
exposure. Below are summaries of several inhalation toxicity studies presented in USEPA 
(2005a). 

Broderson et aL (1976) exposed groups ofF344 rats (6/sex/dose) continuously to 25, 50, 150 or 
250 ppm ammonia (HEC = 1.9, 3.7, 11.2 or 18.6 mg/cu.m, respectively) for 7 days prior to 
inoculation with Mycoplasma pulmonis and from 28-42 days following M. pulmonis exposure. 
Each treatment group had a corresponding control group exposed only to background ammonia 
and inoculated with M. pulmonis in order to produce murine respiratory rnycoplasmosis (MRM). 
The following parameters were used to assess toxicity: clinical observations and 
histopathological examination of nasal passages, middle ear, trachea, llll1gs, liver and kidneys. 
All levels of ammonia, whether produced naturally or derived from a purified source, 
significantly increased the severity of rhinitis, otitis media, tracheitis and pneumonia 
characteristic ofM. pulmonis. Furthermore, there was a significant concentration response 
between observed respiratory lesions and increasing environmental ammonia concentration for 
gross and microscopic lesions. All lesions observed were characteristic ofMRM. Gross 
bronchiectasis and/or pulmonary abscesses and the extent of gross atelectasis and consolidation 
was consistently more prevalent in exposed animals at all concentrations than in their 
corresponding controls. The severity of the microscopic lesions in the nasal passages, middle 
ears, tracheas and lungs was significantly greater in all exposed groups compared with controls. 
Increasing ammonia concentration was not associated with an increasing frequency of M. 
pulmonis isolations. Additionally, rats not exposed toM. pulmonis and exposed to ammonia at 
250 ppm developed nasal lesions (epithelial thickening and epithelial hyperplasia) unlike those 
observed in inoculated rats. Based upon these data in M. pulmonis exposed rats, a LOAEL(HEC) 
of 1.9 rng/cu.m was identified. 

Gamble and Clough (1976) whole-body exposed female Porton rats to ammonia concentrations 
of200 (+/-50) ppm for 4, 8 or 12 days or 435 (+/- 135) ppm for 7 days. Duration of exposure 
was not otherwise specified. The total number of animals was 16, but the apportionment into 
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exposure groups was not provided. Hyperplasia of the tracheal epithelium was shown to be 
concentration- and time-dependent. At 4 days of exposure to 200 ppm, the epithelium had 
changed to transitional-stratified and by 8 days there was gross change: disappearance of cilia 
and stratification increasing to folds forming on the luminal surface. A mucilaginous exudate 
was also evident with a slight increase in submucosal cellularity. At 12 days at the 200 ppm 
concentration, the epithelialization had increased in thickness. Rats exposed for 7 days to 435 
ppm showed acute inflammatory reactions with infiltration of neutrophils, large mononucleated 
cells, monocytes and immature fibroblasts in the trachea. Evidence of necrotic changes at the 
luminal surface included pyknotic nuclei and karyorrhectic cells. 

Groups of 10 guinea pigs and 20 Swiss albino mice were exposed continuously to an ammonia
air concentration of20 ppm (13.9 mg/cu.m) for up to 6 weeks. A separate group of six guinea 
pigs was similarly exposed to an ammonia concentration of 50 ppm (35 mg/cu.m) for 6 weeks, 
and a group of21 Leghorn chickens was exposed to a 20 ppm concentration for up to 12 weeks. 
Controls (number not specified) were maintained under identical conditions, except for the 
ammonia. Smaller groups of chickens were exposed continually to either 200 ppm for up to 3 
weeks or 1000 ppm for up to 2 weeks. The effects of ammonia were found to be both time- and 
concentration-dependent. While no effects were observed in guinea pigs, mice, or chickens 
sacrificed after 1, 2, 3 or 4 weeks of exposure at 20 ppm, darkening/reddening, edema, 
congestion, and hemorrhage were seen in the lungs of all three species at sacrifice after 6 weeks 
of exposure at that concentration. In guinea pigs exposed to 50 ppm ammonia for 6 weeks, 
grossly enlarged and congested spleens, congested livers and lungs, and pulmonary edema were 
seen. In chickens exposed to 200 ppm for 17-21 days, liver congestion and slight clouding of the 
cornea were observed in addition to those effects observed in the chickens exposed to 20 ppm 
ammonia for 6 weeks. At 1000 ppm, the same effects, in addition to congestion of the spleen, 
were seen in chickens after just 2 weeks of exposure, and corneal opacities developed within just 
8 days of exposure. In a second series of experiments, it was found that a 72-hour exposure to 20 
ppm ammonia significantly increased the infection rate of chickens subsequently exposed to an 
aerosol ofNewcastle disease virus, while the same effect was observed in just 48 hours in 
chickens exposed to 50 ppm. Changes in gross and micropathology did not accompany the 
change in disease rate (Anderson et al., 1964). 

Guinea pigs were exposed to 0 or 170 ppm (118 mg/cu.m) 6 hours/day, 5 days/week for up to 18 
weeks. No adverse effects were observed in animals exposed to ammonia for 6-12 weeks 
(HEC=2l mg/cu.m). Mild changes in the spleen, kidney suprarenal glands and livers were 
observed (HEC=l9 mg/cu.m) in guinea pigs exposed for 18 weeks. No effects on the lungs were 
observed. The upper respiratory tract was not examined (Weatherby, 1952). 

Swiss-Webster mice (16-24/group) were exposed to 0 or 305 ppm ammonia (212 mg/cu.m) 6 
hours/day for 5 days. Nasal lesions were observed at 212 mg/cu.m which when dose duration 
adjusted for the RGDR, equals a LOAEL(HEC) of 4.5 mg/cu.m (Buckley eta!., !984). 

Continuous exposure of rats to ammonia at 0, 40, 127, 262, 455 or 4 70 mg/cu.m for a minimum 
of90 days (114 days for the 40 mg/cu.m group) was conducted in male and female Sprague
Daw!ey and Long-Evans rats. A LOAEL of262 mg/cu.m (HEC~28 mg/cu.m) was determined 
based upon nasal discharge in 25% of the rats, and nonspecific circulatory and degenerative 
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changes in the lungs and kidneys that were difficult to relate specifically to ammonia inhalation. 
A frank-effect-level of 455 mg/cu.m (HEC~48.7 mg/cum) was observed due to high mortality in 
the rats (90-98%). Nasal passages were not histologically examined (Coon et al., 1970). 

Duroc pigs were exposed to ammonia concentrations of 10, 50, 100 and 150 ppm. Exposure to 
ammonia significantly decreased both food intake and body weight ga:in. Higher concentrations 
caused nasal, lacrimal and mouth secretions, which became less severe over time. No treatment
related gross or microscopic changes were observed in the bronchi, lungs or turbinates at 
necropsy (Stombaugh eta!., 1969). 

Various animal species were exposed to 0, 155 and 770 mg/cu.m for 8 hours/day, 5 days/week 
for 30 exposures (rats, guinea pigs, rabbits, dogs and monkeys). The LOAEL for lung 
inflammation is 770 mg/cu.m for rats (HEC=82.4 mg/cu.m) and guinea pigs. Ocular and nasal 
irritation was observed at 770 mg/cu.m in rabbits and dogs. The upper respiratory tract was not 
examined (Coon eta!., 1970). 

Developmental/Reproductive. No developmental or reproductive studies have been conducted 
by the registrant for ammonia. 

Neurotoxicity. No neurotoxicity studies have been conducted by the registrant. Studies in the 
scientific literature indicate that neurological effects have been observed in humans following 
inhalation and dermal exposure. These effects have been limited to blurred vision, most likely 
due to direct contact, but more severe exposures, which result in significant elevation of blood 
ammonia levels (hyperammonemia) can result in diffuse nonspecific encepthalopathy, muscle 
weakness, decreased deep tendon reflexes and loss of consciousness (ATSDR 2004). 

Cerebral edema and herniation and intracranial hypertension have been noted in animal models 
ofhyperarnmonemia. The mechanism of ammonia-induced encephalopathies has not been 
definitively elucidated. It is thought to involve the alteration of glutamate metabolism in the 
brain with resultant increased activation ofN-methyl-D-aspartate (NMDA) receptors, which 
causes decreased protein kinase C-mediated phosphorylation ofNa+/K + ATPase, and depletion 
of ATP. This reduced ATP level may be involved in ammonia-induced coma and death. A 
disruption in neurotransmission has also been suggested by alteration of brain tubulin, 'Yhich is 
an essential component of the axonal transport system (ATSDR 2004). 

Chronic. Chronic occupational exposure to low levels of airborne ammonia(< 25 ppm) had 
little effect on pulmonary function or odor sensitivity in workers at some factories, but studies of 
farmers exposed to ammonia and other pollutants in livestock buildings indicated an association 
between exposure to pollutants, including ammonia, and an increase in respiratory symptoms 
and/or decrease in lung function parameters. The contribution of ammonia to th~se respiratory 
symptoms is unclear (ATSDR 2004). 

USEPA (2005a) established an inhalation reference concentration (RfC) based on both an 
epidemiological study and an animal toxicity study to be protective of respiratory effects. A no
observable-adverse effect level (NOAEL) of 6.3 mg/m3 (9.2 ppm) from an occupational study 
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was combined with a lowest observable adverse effect level (LOAEL) of 17.5 mg/m3 (25 ppm), 
which has a human equivalent concentration (HEC) of 1.9 mg/m3

, for ,respiratory effects in a rat 
subchronic inhalation study. The Agency acknowledges that there is a lack of adequate 
reproductive and developmental toxicology studies for ammonia in the IRIS record (USEPA 
2005a), and applied an additional 3X factor to account for these deficiencies. Based on the 
proposed use pattern, BCMW/BUSAN 1215 containing dilute solutions of ammonia is mixed 
with sodium hypochlorite (12.5%) to form monochloramine in pulp/paper. Because there is no 
concern for potential dietary exposure to ammonia for this proposed use pattern, it is not 
necessary to consider the FQPA safety factor for ammonia. However. the Agency believes the 
FQPA factor should be considered for the potential dietary exposures to monochloramine (see 
below). 

Mutagenicity/Carcinogenicity. There is no evidence that ammonia causes cancer. Ammonia 
has not been classified for carcinogenic effects by EPA. the Department of Health and Human 
Services (DHHS), or the International Agency for Research on Cancer (!ARC) (ATSDR 2004). 

There are a few studies on the genotoxicity of ammonia. Overall, these studies suggest that 
ammonia and ammonia ion may have clastogenic and mutagenic properties. One study 
evaluated blood samples from 22 workers exposed to ammonia in a fertilizer factory and 42 
control workers not exposed, and found an increased frequency of chromosomal aberrations 
(CAs) and sister chromatid exchanges (SCEs), increased mitotic index (MI) and increased 
frequency of CAs and SCEs with increasing length of exposure (Y adav and Kaushik 1997 as 
cited in ATSDR 2004). An increased frequency of micronuclei compared to controls was noted 
in mice administered ammonium intraperitoneally (Yadav and Kaushik 1997 as cited inATSDR 
2004). There were positive effects in a reverse mutation test in E. coli, but only in treatments 
using toxic levels ofNH4+ (98% lethality). Another study found slight mutagenic activity in 
Drosophila following exposure to ammonia gas, but at toxic levels (survival after treatment was 
<2%). In vitro tests of chick fibroblast cells showed that buffered ammonia-ammonium chloride 
solutions can induce clumping of chromosomes, inhibit spindle formation and result in 
polyploidy (Rosenfeld 1932 as cited in ATSDR 2004). Reduced cell division was noted in 
mouse fibroblasts cultured in media to which ammonia and ammonium chloride were added 
(Visek eta!. I 972 as cited in ATSDR 2004). 

2.3 Monochloramine Toxicity Profile 

Developmental/reproductive. The developmental and reproductive toxicity of 
monochloramine has been examined in rats, but with suboptimal studies. However, due to the 
chemical relationship between monochloramine and chlorine, the Agency believes that the 
reproductive and developmental studies for chlorine may be used to satisfy these data gaps for 
monochloramine. The available studies do-not indicate concerns for increased sensitivity of the 
fetus or offspring. Thus, the Agency believes it is appropriate to reduce the FQPA factor to IX 
for monochloramine. Below are summaries of reproductive and developmental studies. 

In a reproductive study by Carlton et a!. (1986), chloramine was administered by gavage in 
deionized water at doses ofO, 2.5, 5.0 and 10 mg chloramine/kg/day to male (12/dose group) and 
female (24/dose group) Long Evans rats for a total of 66-76 days. Males were treated for 56 days 
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and females for 14 days prior to mating. Dosing continued during the 1 O~day mating period and 
afterwards females were dosed with chloramine daily during gestation and lactation. Males were 
necropsied at the end of the mating period. Dams and some offspring were necropsied at 21 days 
after birth. Other offspring were dosed with chloramine after weaning until they were 28-40 days 
old. No statistical differences were observed between control and exposed rats in fertility, 
viability, litter size, day of eye opening or average day of vaginal patency. There were no 
alterations in sperm count, direct progressive sperm movement, percent mobility or sperm 
morphology in adult males. Weights of male and female reproductive organs were not 
significantly different among control and test groups, and there were no significant morbid 
anatomic changes evident on tissue examination. There were no signs of toxicity, changes in 
blood counts, or effects on body weight in adult rats of either sex at any dose leveL The mean 
weight of the pups was not affected by chloramine treatment. A NOAEL of I 0 mg/kg~day for 
reproductive effects can be defined from this study. 

Abdel~Rahman et al. (1982) administered monochloramine in the drinking water to female 
Sprague-Dawley rats (6/dose group) at 0, I, 10 and 100 mg!L for 2.5 months prior to and 
throughoUt gestation. By using body weights provided by the investigators and a reference water 
consumption value (U.S. EPA, 1987), the intake of monochloramine was estimated to be to 0, 
0.15, 1.5 and 15 mg monochloramine/kg/day. Treatment with monochloramine did not increase 
the number of fetal resorptions or affect fetal weight. In addition, monochloramine did not 
induce soft~tissue anomalies or skeletal malformations. A developmental NOAEL of 15 mg 
monochloramine/kg/day is provided by this study, although confidenc.e is low due to the small 
number of animals exposed. 

Chronic. The long-term effects of chloraminated water were examined in rats and mice (NTP 
1992). In both species, there were no statistically significant findings attributable to chemical 
exposure at the highest dose tested of200 ppm chloramine, or 9.5 mg chloramine/kg/day for rats 
and 17.2 mg chloramine/kg/day for mice. The NOAEL of9.5 mg chloramine/kg/day in rats is 
chosen as the basis for the chronic oral RID by US EPA (2005b ). Although a higher NOAEL in 
the study of 17.2 mglk:g~day is found for mice, rats may be the more sensitive species since doses 
between 9.5 and 17.2 mg/kg~day were not tested in rats. 

Mutagenicity/Carcinogenicity. Monochloramine is not classifiable as to human 
carcinogenicity (Group D) based on inadequate human data and equivocal evidence of 
carcinogenicity from animal bioassays. A two-year bioassay showed marginal increase in 
mononuclear cell leukemia in female F344/N rats. No evidence of carcinogenic-activity was 
reported in male rats or in male or female B6C3Fl mice. Genotoxcity studies, both in vitro and 
in vivo, gave negative results (US EPA 2005b ). 

3.0 TOXICITY ENDPOINT SELECTION 

Tables 2 and 3 present a summary of the recommended toxicity endpoints for ammonia and 
monochloramine, respectively to be used in the risk assessment. 
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A. Occupational Exposure to Ammonia 

A.l Dermal Exposure (All durations). 

No endPJint was selected because the labels will specify the use of gloves, full body clothing 
and eye protection. Thus, there is no potential for dermal exposure. 

A.2 Inhalation Exposure (All durations) 

Study Selected: Holness et al. (1989) epidemiological study of workers 

Executive Summary: Holness et al. (1989) investigated production workers exposed to ammonia 
in a soda ash facility. All of the available 64 production workers were invited to participate and 
82% agreed to be evaluated. The control group consisted of 31 other plant workers from stores 
and office areas of the plant without previous exposure to ammonia. The mean age of the 
workers was 38.9 years and duration of exposure was 12.2 years. Weight was the only 
statistically significant difference in demographics found after comparing height, weight, years 
worked, % smokers and pack-years smoked. The mean TWA ammonia exposures based on 
personal sampling over one work shift (average sample collection 8.4 hours) of the exposed and 
control groups were 9.2 ppm (6.4 mg/cu.m) and 0.3 ppm (0.21 mg/cu.m), respectively. 

A questionnaire was administered to obtain information on exposure and work histories and to 
determine eye, skin and respiratory symptomatology (based on the American Thoracic Society 
[ATS] questionnaire [Ferris, 1978]). Spirometry (FVC, FEV-1, FEF50 and FEF75) was 
performed according to ATS criteria at the beginning and end of each work shift on the first 
workday of the week (day 1) and the last workday of the week (day 2). Differences in reported 
symptoms and lung function between groups were evaluated using the actual values and with age, 
height and pack-years smoked as covariates in linear regression analysis. Baseline lung function 
results were expressed as percent of predicted values calculated from Crapo et al. (1981) for 
FVC and FEV-1 and from Lapp and Hyatt (1967) for FEF50 and FEF75. 

No statistical difference in the prevalence of the reporting symptoms was evident between the 
exposed and control groups, although workers reported that exposure at the plant had aggravated 
specific symptoms including coughing, wheezing, nasal complaints, eye irritation, throat 
discomfort and skin problems. The percentage of exposed workers reporting hay fever or familial 
history of hay fever was significantly less than controls, suggesting possible self-selection of 
atopic individuals out of this work force. The atopic status of the worker and control groups was 
not determined by skin prick tests to common aeroallergens. Furthermore, the workers 
complained that their symptomatology was exacerbated even though there was no statistical 
difference between groups. Since the study was cross-sectional in design with a small population, 
it is possible that selection bias may have occurred. 

Baseline lung functions (based on the best spirometry values obtained during the four testing 
sessions) were similar in the exposed and control groups. No changes in lung function were 
demonstrated over either work shift (days I or 2) or over the workweek in the exposed group 
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compared with controls. No relationship was demonstrated between chronic ammonia exposure 
and baseline lung function changes either in terms of the level or duration of exposure, probably 
due to lack of adequate exposure data for categorizing exposures and thus precluding 
development of a meaningful index accounting for both level and length of exposure. 

Based on the lack of subjective symptomatology and changes in spirometry, this study 
establishes a free-standing TWA NOAEL of 9.2 ppm (6.4 mg/cu.m). Adjustment for the TWA 
occupational scenario results in aNOAEL(HEC) of2.3 mg/cu.m. 

Dose and Endpoint for Risk Assessment: The 8 hour-TWA NOAEL of 9.2 ppm (6.4 mg/m3
) 

was selected based on lack of evidence of decreased pulmonary function or changes in subjective 
syptomatology in the occupational study (Holness eta!. 1989). The 24-hour adjusted NOAEL is 
23 mg!m3

• This 24-hour NOAEL is the basis of the Agency's inhalation reference concentration 
(RfC) presented on the Integrated Risk Information System (IRIS) and represents Agency 
consensus. Since ammonia is a respiratory irritant, the Agency believes that the irritation 
potential would limit exposure. See USEPA (2005a) for more details on the inhalation RfC and 
a discussion of other supporting toxicity studies. 

Margin of Exposure for Occupational Exposure: For all durations, a MOE of30 is adequate. An 
uncertainty factor of I 0 is used to allow for the protection of sensitive individuals (intra-species 
extrapolation). Because it is based on a human epidemiological study, no inter-species safety 
factor is required. A factor of3 was used to account for several data base deficiencies including 
the lack of chronic data, and the lack of reproductive and developmental toxicology studies. This 
factor is not larger than 3, however, since studies in rats (Schaerdel et al., 1983) have shown no 
increases in blood ammonia levels at exposures 32 ppm and only minimal increases at 300-1000 
ppm, suggesting that no significant distribution is likely to occur at the human equivalent 
concentration (HEC) level calculated. 

B. Dietary Exposure to Monochloroamine 

B.l Acute Reference Dose (RID) 

An acute RID was not identified because there were no effects attributable to a single dose. 

B.2 Chronic Reference Dose (RID) 

Study Selected: Rat Cbronic Oral Study (National Toxicology Program 1992) 

Executive Summary. The long-term effects of chloraminated water were examined in F344/N 
rats and B6C3FI mice (NTP, 1992). Groups ofrats (70/sex/dose) and mice (70/sex/dose) were 
administered chloraminated drinking water at 0 (controls), 50, 100 or 200 ppm for 103-104 
weeks. Based on body weight and water consumption data provided in the study, the intake of 

9 



250

chloramine was 0, 2.6, 4.8 and 8.7 mglkg-day for male rats; 0, 3.4, 5.3 and 9.5 mg/kg-day for 
female rats. Consumption of chloramine in mice was 0, 5.0, 8.9 and 15.9 mg/kg-day for males; 
and 0, 4.9, 9.0 and 17.2 mg/kg-day for females. Interim sacrifices (1 0/sex/dose) were conducted 
at weeks 14 and 66. At these times, a complete hematologic examination and necropsy were 
performed in all sacrificed animals. In addition, histopathologic examination was conducted in 
all control and high-dose animals. At the completion of the study, a complete histopathologic 
evaluation was performed in all animals. A dose-related decrease in water consumption was 
evident in rats throughout the study; food consumption was not affected by treatment. Mean 
body weights of high-dose male and female rats were lower than their respective controls. 
However, mean body weights were within 10% of controls until week 97 for females and week 
101 for males. Decreases (p<O .05) in liver and kidney weight in the high~dose males and 
increases (p<0.05) in the brain- and kidney~to-body weight ratios in the high- dose rats (both 
sexes) were related to lower body weights in these groups and were not considered 
toxicologically significant. Results from pathologic evaluation at weeks 14 and 66 were 
urrremarkable. The authors found no clinical changes attributable to consumption of 
chloraminated water. There were no non-neoplastic lesions after the 2-year treatment with 
chloraminated water. A NOAEL for rats of200 ppm chloramine, or 9.5 mg chloramine/kg/day, 
can be defined in this study. 

In treated mice, water consumption throughout the study was also decreased in a dose-related 
manner. Food consumption was slightly lower in high-dose females compared with controls. 
Body weights of treated male and female mice were lower than in controls; the effect was dose
related. On the average, body weights of high-dose males were 10-22% lower than controls after 
week 37; those of high-dose females were 10-35% lower than controls after week 8. Mice 
exhibited no adverse clinical signs attributed to treatment with chloramine. Survival rates 
between treated and control mice were not significantly different. Interim evaluations revealed 
no biologically significant differences in organ weights or in relative organ weights. There were 
occasional statistically significant differences, such as decreases in liver weights and increases in 
brain~ and kidney-to-body weight ratios in bigh~dose male and female mice, but these were 
attributed to the lower body weights and were not considered toxicologically significant. Results 
from hematology tests, and gross or microscopic examination of tissues and organs were 
unremarkable. The 2-year evaluation revealed no non~neoplastic lesions attributable to 
chloramine treatment. The concentration of200 ppm chloramine, or 17.2 mg chloramine/kg/day 
is considered a NOAEL for mice in this study. 

Dose and Endpoint for Risk Assessment: The NOAEL of9.5 mglkg/day (200 ppm) was selected 
based on no observable adverse effects in the rat chronic oral study (NTP 1992). This NOAEL is 
the basis of the Agency's oral reference dose (RID) presented on the Integrated Risk Information 
System (IRIS) and represents Agency consensus. Although a higher NOAEL in the study of 
17.2 mg/kg-day is found for mice, rats may be the more sensitive species since doses betvveen 
9.5 and 17.2 mg/kg~day were not tested in rats. Significant decreased weight gain in subchronic 
rat studies, such as Daniel et al. (1990), at 200 ppm was considered a consequence of decreased 
water consumption associated with taste aversion. 

Uncertainty factors: 100 (lOx interspecies extrapolation, lOx intraspecies variation, lx FQPA 
safety factor). The FQPA safety factor is reduced to IX for monochloramine because data from 
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existing reproductive and developmental studies across chemical class (monochloramine and 
chlorine) provide sufficient confidence that the reproductive and developmental issues have been 
addressed. Although the studies with chlorine are marginal in quality, they do give an indication 
that adverse effects :from monochlorarnine are not likely to occur (see Section 2.3). 

Comments about Study/Endpoint Uncertainty Factor: This study represents the best available 
data to assess chronic toxicity. 

Chronic RID = 9.5 mg/kg/day (NOAEL) ~ 0.1 mg/kg/day 
100 (UF) 

C. Classification of Carcinogenic Potential 

Ammonia: There is no evidence that ammonia causes cancer. Ammonia has not been 
classified for carcinogenic effects by EPA, the Department of Health and Human 
Services (DHHS), or the International Agency for Research on Cancer (IARC) (ATSDR 
2004). 

Monochloramine: Monochloramine is not classifiable as to human carcinogenicity 
(Group D) based on inadequate human data and equivocal evidence of carcinogenicity 
from animal bioassays. A two-year bioassay showed marginal increase in mononuclear 
cell leukemia in female F344/N rats. No evidence of carcinogenic activity was reported 
in male rats or in male or female B6C3F1 mice. Genotoxcity studies, both in vitro and in 
vivo, gave negative results (USEPA 2005b). 

4.0 FQPA CONSIDERATIONS 

4.1 Special Sensitivity to Infants and Children 

Ammonia: The Agency acknowledges that there is a lack of adequate reproductive and 
developmental toxicology studies for ammonia in the IRIS record (USEPA 2005a). 
However, based on the proposed use pattern, BCMW/BUSAN 1215 containing dilute 
solutions of ammonia is mixed with sodium hypochlorite (12.5%) to form 
monochloramine in pulp/paper. Because there is no concern for potential dietary 
exposure to ammonia for this proposed use pattern, it is not necessary to consider the 
FQPA safety factor for ammonia. However, the Agency believes the FQPA factor should 
be considered for the potential dietary exposures to monochlorarnine. 

Monochloramine: As noted in the USEPA (2005b) IRIS record. the developmental and 
reproductive toxicity ofmonochloramine has been examined in rats, but with suboptimal 
studies. These studies are summarized below. However, due to the chemical relationship 
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between rnonochloramine and chlorine (U.S. EPA, 1992), reproductive and 
developmental studies for chlorine (Druckrey, 1968; McKinney et aL, 1976; Chernoff et 
al., 1979; Staples et al., 1979; Meier et al., 1985) may be used to satisfy these data gaps 
for monochloramine. The available studies do not indicate concerns for increased 
sensitivity of the fetus or offspring. Thus, the Agency believes it is appropriate to reduce 
the FQPA factor to IX for rnonochloramine. 

Exposure 
Scenario 

Dermal (all 
durations) 

(Occupational) 

Inhalation (all 
durations) 

Tale 2 
Summary of Toxicological Dose and Endpoints 

Dose Used in Risk 
Assessment, 

UF 

(9.2 ppm) 
S~hrTWA 

NOAEL(HEC)= 

2.3 mg/m3 (24 hour 
concentration) 

=no 

for Ammonia 1 

Study and Toxicological Effects 

protection. 

Occupational Study (Holness et al. 
1989) 

LOAEL=none 

See IRJS record (USEPA 2005a) for 
more detailed discussion. 

LOC=leve/ of concern , MOE = margin aj exposure, HEC= human equivalent concentration 
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New Active Ingredient Notice of Receipt Information 
Dennis Edwards to: Tracy Lantz 01/05/2011 07:56AM 
Cc: Velma Noble 

Hi Tracy, 

Below is the information on the Nalco ammonia application filings. Three products containing two new 
active ingredients. All you need to do is get a docket number and sent the docket number and the 
information below to Caroline by Thursday. (You will need 1he signed docket form.) 

1) File symbol: 
Applicant: 
Active Ingredient: 
Proposed Use: 
Contact: 

1100 . 
~- EUN flld1o &D\.).0 
Nalco Company, 1601 West Diehl Road, Naperville, IL 60563 

Ammonium sulfate € Jo<-z., 
Pulp and papermi/1 water systems 
Tracy Lantz, 703-308-6415, Lantz.Tracy@EPA.gov 

File Symbol 
Applicant 
Active Ingredient 
Proposed Use: 

1706-EGO NQ\U (o00iS' 
Nalco Company, 1601 West Diehl Road, Naperviile, IL 60563 

Urea {v J 5- 'Je 
Gro'i"A r 

3) 

Dennis 

Contact 

File Symbol 
Applicant: 
Active Ingredient: 
Proposed Use: 
Contact: 

Pulp and paperrhifl water systems 
Tracy Lantz, 703-308-6415, Lantz.Tracy@EPA.gov 

1706-EUR Nc1\u G;,Oio3C 
Nalco Company, 1601 West Diehl Road, Naperville, IL 60563 

Urea <3 3o % 
Pulp and papermill water systems 
Tracy Lantz, 703-308-6415, Lantz.Tracy@EPA.gov . __x·. 

C)\'\" 
D~hc ru·d 1\1"-\•• J< ~-

Dennis Edwards, Chief 
Regulatory Management Branch 1 
Antimicrobials Division 
703-308-8087 

D.Jz,..s,.r-lor~•·~~ •1''-\" ~~u. sek- . rr 
NOR cu;ll fuh/;sl ""' :1/2/11 ~-s: CP'"'\'~\\J\'' 

jlov- £ul\f " 
~l ..... il!}y.h>: 

l~.tll:: -\<> lu<St-
~e.l ~ "= J.,J.a,?~ 

prod. ~>1;) 

Gro·u!:~ 

/446-4):>. 
14Y~ -~o3 ~a.~ -Qo~ 170f.o-fUN 



Re:  

 [J 
to: Philip Ross 03/02/2011 05:50 PM 

Cc: Chris Kaczmarek, Joan Harrigan~Farrelly, Tracy Lantz 

Phil 

Dennis 

Dennis Edwards, Chief 
Regulatory Management Branch 1 
Antimicrobials Division 
703-308-8087 

Philip Ross Attorney Client Communication Attorney Work P ... 

From: Philip Ross/DC/USEPA/US 

03/02/2011 12:55:24 PM 

To: Dennis Edwards/DC/USEPA/US@EPA, Tracy LantzlDC/USEPAlUS@EPA, Joan 
Harrigan-Farrelly/DC/USEPA/US@EPA 

Cc: 
Date: 
Subject: 

Chris KaczmareklDC/USEPA/US@EPA 
03/02/2011 12:55 PM . 

 
  

Attorney Client Communication 
Attorney Work Product 
Deliberative 
Privileged and Confidential 
Do Not Release 
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*Internal deliberative*
*Privileged attorney-client com

m
unication*



Thanks. 

Phil 

Philip J. Ross 
United States Environmental Protection Agency 
Office of General Counsel 
Pesticides and Toxic Substances Law Office 
202·564·5637 
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Federal Register /VoL 76, No. 22/Wednesday, February 2, 2011/ Notices 5805 

appropriate means, such as on the 
related collection instrument or form, if 
applicable. The display of OMB control 
numbers in certain EPA regulations is 
consolidated in 40 CFR part 9. 

Abstract: This information collection 
is being conducted by EPA's Office of 
Air and Radiation (OAR) to assist the 
EPA Administrator, as required by 
sections 111(b), 112(d), and 112(£)(6) of 
the Clean Air Act (CAA), as amended, 
to reevaluate emission standards for this 
source category. The non-confidential 
information from this information 
collection request (ICR) would also be 
made available to the public. 

The proposed ICR has four 
components. To obtain the information 
necessary to identify and categorize all 
units potentially affected by any future 
revision to a standard, the first 
component of this ICR will solicit 
information from all potentially affected 
units at all152 refineries in the format 
of an electronic survey under authority 
of section 114 of the CAA. This survey 
will include questions about the facility 
and individual emissions sources, and it 
will ask the owners/operators to submit 
cost data and provide copies of recent 
emissions test reports and continuous 
emission monitoring system (CEMS)/ 
continuous monitoring system (CMS) 
data. The second component will ask 
the owners/operators to develop and 
provide an emissions inventory. The 
third component will ask the owners/ 
operators to conduct sampling and 
analysis of the feed to the distillation 
columns at their refinery over a specific 
time period. The first three components 
will be submitted to all facilities listed 
in the Energy Information 
Administration's Refine!}' Capacity 
Report 2009. The fourth component will 
consist of requiring emissions testing, 
again pursuant to the authority of 
section 114 of the CAA. 

EPA is issuing a single collection of 
information for sources covered under 
40 CFR part 63, subparts CC and UUU 
and 40 CFR part 60, subpart J so that 
EPA can, at one time, assess whether 
additional control strategies are 
necessary and, if so, which are the most 
effective for hazardous air pollutants 
(HAP), regulated under CAA section 
112, and criteria air pollutants (such as 
particulate matter, sulfur dioxide, and 
nitrogen oxide), regulated under CAA 
section 111. The data would also allow 
EPA to evaluate compliance options for 
startup and shutdown periods and 
consider ways to consolidate 
monitoring, reporting and 
recordkeeping requirements for the 
different rules under review. The data 
may also help EPA conduct reviews of 
other rules specific to petroleum 

refineries, including Standards of 
Performance for Equipment Leaks of 
VOC in Petroleum Refineries (40 CFR 
part 60, subpart GGG), Standards of 
Performance for VOC Emissions from 
Petroleum Refinery Wastewater Systems 
(40 CFR part 60, subpart QQQJ, and the 
National Emission Standard for Benzene 
Waste Operations (40 CFR part 61, 
subpart FF). 

The data collected will be used to 
update and augment facility and 
emissions source information already 
available to the Agency, develop new 
estimates of the population of affected 
units, and identify the control measures 
and alternative emission limits being 
used for compliance with the existing 
rules that are under review. This 
information, along with existing 
emission limits, will be used to 
establish the baseline emissions and 
control levels for purposes of the 
regulatory reviews. The emissions test 
data (test reports, CEMS data, and CMS 
datal collected will be used to assess the 
effectiveness of existing control 
measures, examine variability in 
emissions, evaluate the stringency of 
existing emission limits, identify the 
most effective control measures 
considered for purposes of reducing 
residual risk, and provide a basis for 
estimating nationwide emissions from 
emissions sources for which EPA has 
little information. Emissions data will 
also be used, along with process and 
emissions unit details, to consider 
options for best demonstrated 
technology under the NSPS review, to 
consider subcategories for further 
regulation, and to estimate the 
environmental and cost impacts 
associated with any regulatory options 
considered. 

Burden Statement: The annual public 
reporting and recordkeeping burden for 
this collection of information is 
estimated to average 256 hours per 
response. Burden means the total time, 
effort, or financial resources expended 
by persons to generate, maintain, retain, 
or disclose or provide information to or 
for a Federal agency. This includes the 
time needed to review instructions; 
develop, acquire, install, and use 
technology and systems for the purposes 
of collecting, validating, and verifying 
information, processing and 
maintaining information, and disclosing 
and providing information; adjust the 
existing ways to comply with any 
previously applicable instructions and 
requirements which have subsequently 
changed; train personnel to be able to 
respond to a collection of information; 
search data sources; complete and 
review the collection of information; 

and transmit or otherwise disclose the 
information. 

Respondents/Affected Entities: 
Respondents affected by this action are 
owners/operators of petroleum 
refineries, all of which are expected to 
have the potential to be subject to one 
of the regulatory standards being 
reviewed or developed by EPA. 
Petroleum refineries are facilities 
engaged in refining and producing 
products made from crude oil or 
unfinished petroleum derivatives. 

Estimated Number of Respondents: 
152. 

Frequency of response: Once. 
Estimated total annual burden hours: 

69,342 hours. 
Estimated total annual burden costs: 

530,924,069, which includes $912 in 
O&M costs. 

Da1ed: January 26, 2011. 
John Moses, 
Director, Collection Strotegies Division. 
[FR Doc. 20ll-ZZ73 Filed z-1-11; 8A5 am] 

!'IILLING COOE 6550--50--P 

ENVIRONMENTAL PROTECTION 
AGENCY 

[EPA-HQ-OPP-2011-0004; FRL-8862-tJ 

Pesticide Products; Registration 
Applications 

AGENCY: Environmental Protection 
Agency (EPA). 
ACTION: Notice. 

SUMMARY: EPA has received applications 
to register pesticide products containing 
active ingredients not included in any 
previously registered pesticide 
products. Pursuant to the provisions of 
section 3(c)(4) of the Federal Insecticide, 
Fungicide, and Rodenticide Act 
(FIFRA), EPA is hereby providing notice 
of receipt and opportunity to comment 
on these applications. 
DATES: Comments must be received on 
or before March 4, 2011. 
ADDRESSES: Submit your comments, 
identified by docket identification (!D) 
number and the file symbol(s) for the 
product(s) of interest as listed in Unit II, 
by one of the following methods: 

• Federal eRulemaking Portal: http:// 
www.regulations.gov. Follow the on-line 
instructions for submitting comments. 

• Mail: Office of Pesticide Programs 
(OPP) Regulatory Public Docket (7502P), 
Environmental Protection Agency, 1200 
Pennsylvania Ave., NW., Washington, 
DC 20460-0001. 

• De!ivei}': OPP Regulatory Public 
Docket (7502P), Environmental 
Protection Agency, Rm. 8--4400, One 
Potomac Yard (South Bldg.), 2777 S. 
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Crystal Dr., Arlington, VA. Deliveries 
are only accepted during the Docket 
Facility's normal hours of operation 
(8;30 a.m. to 4 p.m., Monday through 
Friday, excluding legal holidays). 
Special arrangements should be made 
for deliveries of boxed information. The 
Docket Facility telephone number is 
(703) 305-5805. 

Instructions; Direct your comments to 
the docket ID number and the file 
symbol(s) for the product(s) of interest 
as listed in Unit II. EPA's policy is that 
all comments received will be included 
in the docket without change and may 
be made available on~line at http:!! 
www.regulotions.gov, including any 
personal information provided, unless 
the comment includes information 
claimed to be Confidential Business 
Information (CHI) or other information 
whose disclosure is restricted by statute. 
Do not submit information that you 
consider to be CHI or otherwise 
protected through regulations.gov ore
maiL The regulations.gov Web site is an 

"anonymous access" system, which 
means EPA will not know your identity 
or contact information unless you 
provide it in the body of your comment. 
If you send an e-mail comment directly 
to EPA without going through 
regulations.gov, your e-mail address 
will be automatically captured and 
included as part of the comment that is 
placed in the docket and made available 
on the lnternet.Ifyou submit an 
electronic comment, EPA recommends 
that you include your name and other 
contact information in the body of your 
comment and with any disk or CD-ROM 
you submit. If EPA cannot read your 
comment due to technical difficulties 
and cannot contact you for clarification, 
EPA may not be able to consider your 
comment. Electronic files should avoid 
the use of special characters, any form 
of encryption, and be free of any defects 
or viruses. 

Docket: All documents in the docket 
are listed in the docket index available 
at h!tp://www.regulations.gov. 

Although, listed in the index, some 
information is not publicly available, 
e.g., CBI or other information whose 
disclosure is restricted by statute. 
Certain other material, such as 
copyrighted material, is not placed on 
the Internet and will be publicly 
available only in hard copy form. 
Publicly available docket materials are 
available either in the electronic docket 
at http://www.regulotions.gov, or, if only 
available in hard copy, at the OPP 
Regulatory Public Docket in Rm. S-
4400, One Potomac Yard (South Bldg.), 
2777 S. Crystal Dr., Arlington, VA. The 
hours of operation of this Docket 
Facility are from 8:30a.m. to 4 p.m., 
Monday through Friday, excluding legal 
holidays. The Docket Facility telephone 
number is (703) 305-5805. 

FOR FURTHER INFORMATfON CONTACT: The 
Regulatory Acfion Leader listed in the 
table in this unit: 

Regulafory acfion leader Telephone number and 
e-mail address Mailing address File symbol 

Susanne Cerrelli (703) 308--8077 ................... Biopesficides and Pollufion Prevenfion 7005t-RNT, 70051-ANI. 
cerrei/i.susanne@ epa.gov Division (7511 P), Office of Pesficide 

Programs, Environmenfal Profecfion 
Agency, 1200 Pennsylvania, Ave., 
NW., Washingfon, DC 20460-0001. 

Anna Gross. .................. ..... : {703) 305-5614 Do ..................... 84059-AG. 84059-AU . 
gross.anna@epagov 

Chris Pleifer . (703) 308-0031 ..... Do . .. .............................. 34704-ANLL, 34704-ANLA, 
pfeifer.chrfs@epa.gov 34704-RNLT. 

Jeannine Kausch ...... (703) 347-8920 Do. .. ........... 84059-RA, 85004-1, 85004-
kausch.jeannine @epa.gov 0. 

Abigail Downs . ...... ...... (703) 305-5259 ........ Anfimicrobials Division (7510P). Office 707-GEN, 707-GRO. 
downs.ablgail@epa.gov of Pesticide Programs, Environ-

menial Protecfion Agency, 1200 
Pennsylvan'1a, Ave., NW., Wash· 
ingfon, DC 20460-Q001. 

Jacqueline Campbeii-McFarlane . (703) 308--64 t6 Do. 5383-RUE, 5383-RUN. 
campbell-mel&-

/ane.jacqueline @epa.gov 
Tracy Lanfz . ............... ...... (703) 308-6415 Do .. .................... ......... t706-EUN, 1706-EUA, 

Lan/z.tracy@epa.gov 

SUPPLEMENTARY INFORMATION: 

I. General fuformation 

A. Does this action apply to me? 

You may be potentially affected by 
this action if you are an agricultural 
producer, food manufacturer, or 
pesticide manufacturer. Potentially 
affected entities may include, but are 
not limited to: 

• Crop production (NAICS code 111). 
• Animal production (NAICS code 

112). 
• Faod manufacturing (NAICS code 

311). 
• Pesticide manufacturing (NAICS 

code 32532). 

This listing is not intended to be 
exhaustive, but rather provides a guide 
for readers regarding entities likely to be 
affected by this action. Other types of 
entities not listed in this unit could also 
be affected. The North American 
Industrial Classificafion System 
(NAICS) codes have been provided to 
assist you and of hers in determining 
whether this action might apply to 
certain entities. If you have any 
questions regarding the applicability of 
this action to a particular entity, consult 
the person listed under FOR FURTHER 
INFORMATION CONTACT. 

1706-EGO. 

B. What should I consider as I prepare 
my comments for EPA? 

1. Submitting CBI. Do not submit this 
information to EPA through 
regulations.gov or e-mail. Clearly mark 
the part or all of the information that 
you claim to be CBl. For CHI 
information in a disk or CD-ROM that 
you mail to EPA, mark the outside ofthe 
disk or CD-ROM as CHI and then 
identify electronically within the disk or 
CD-ROM the specific information that 
is claimed as CHI. In addition to one 
complete version of the comment that 
includes information claimed as CHI, a 
copy of the comment that does not 
contain the information claimed as CBI 
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must be submitted for inclusion in the 
public docket. Information so marked 
will not be disclosed except in 
accordance with procedures set forth in 
40 CFR part 2. 

2. Tips for preparing your comments. 
When submitting comments, remember 
to: 

i. Identify the document by docket ill 
number and other identifying 
information (subject heading, Federal 
Register date and page number). 

ii. Follow directions. The Agency may 
ask you to respond to specific questions 
or organize comments by referencing a 
Code of Federal Regulations (CFR) part 
or section number. 

iii. Explain why you agree or disagree; 
suggest alternatives and substitute 
language for your requested changes. 

iv. Describe any assumptions and 
provide any technical information and/ 
or data that you used. 

v. If you estimate potential costs or 
burdens, explain how you arrived at 
your estimate in sufficient detail to 
allow for it to be reproduced. 

vi. Provide specific examples to 
illustrate your concerns and suggest 
alternatives. 

vii. Explain your views as clearly as 
possible, avoiding the use of profanity 
or personal threats. 

viii. Make sure to submit your 
comments by the comment period 
deadline identified. 

II. Registration Applications 
EPA has received applications to 

register pesticide products containing 
active ingredients not included in any 
previously registered pesticide 
products. Pursuant to the provisions of 
section 3(c)(4) ofFIFRA, EPA is hereby 
providing notice of receipt and 
opportunity to comment on these 
applications. Notice of receipt of these 
applications does not imply a decision 
by the Agency on these applications. 

1. File Symbol: 707-GEN. Docket 
Number: EP A-HQ-OPP-201Q-.-1037. 
Applicant: Rohm and Hass Company, 
100 Independence Mall West, 
Philadelphia, PA 19106. Product nome: 
Bioban MB 100 Technical. Active 
ingredient: microbiocide and 2-methyl-
1, 2-benzisothiazolin-3-one at 98.90%. 
Proposed classification/Use: Technical. 
(Abigail Downs) 

2. File Symbol: 707-GRO. Docket 
Number: EPA-HQ-OPP-2010-1037. 
Applicant: Rohm and Hass Company, 
100 Independence Mall West, 
Philadelphia, PA 19106. Product name: 
Bioban MB 25 Antimicrobial. Active 
ingredient: Microbiocide and 2-methyl-
1, 2-benzisothiazolin-3-one at 25%. 
Proposed classification/Use: For use in 
formulation of emulsion products, 

paints, building materials, adhesives 
and sealants, ink, textiles, paper coating, 
functional chemicals, household and 
1&1, oil process water and recovery 
system, metalworking fluids. (Abigail 
Downs) 

3. File Symbol: 1706-EUN. Docket 
Number: EPA-HQ-OPP-2011--0019. 
Applicant: Nalco Company, 1601 West 
Diehl Road, Naperville, IL 60563. 
Product nome: Nalco 60620. Active 
ingredient: Antimicrobial and 
Ammonium Sulfate at 20%. Proposed 
classification/Use: Pulp and paper mill 
water systems. (Tracy Lantz) 

4. File Symbol: 1706-EUR Docket 
Number: EPA-HQ-OPP-2011-0020. 
Applicant: Nalco Company, 1601 West 
Diehl Road, Naperville, IL 60563. 
Product name: Nalco 60630. Active 
ingredient: Antimicrobial and Urea at 
30°/o. Proposed classification/Use: Pulp 
and paper mill water systems. (Tracy 
Lantz) 

5. File Symbol: 1706-EGO. Docket 
Number: EP A-HQ-OPP-2011-0020. 
Applicant: Nalco Company, 1601 West 
Diehl Road, Naperville, IL 60563. 
Product name: Nalco 60615. Active 
ingredient: Antimicrobial and Urea at 
15%. Proposed classification/Use: Pulp 
and paper mill water systems. (Tracy 
Lantz) 

6. File Symbol: 5383-RUE. Docket 
Number: EPA-HQ-OPP-2009-1000. 
Applicant: Troy Chemical, Inc., 8 
Vreeland Rd., P.O. Box 955, Florham 
Park, NJ 07932-4200. Product name: 
TROYSAN V662. Active ingredient: 
Antimicrobial arid Terbutryn at 48%. 
Proposed classification/Use: Materials 
preservation of coatings, stuccos, roof 
coatings, joint cements, and sealants. 
(Jacqueline Campbell-McFarlane) 

7. File Symbol: 5383-RUN. Docket 
Number: EP A-HQ--OPP-2009-1000. 
Applicant: Troy Chemical, Inc., 8 
Vreeland Rd., P.O. Box 955, Florham 
Park, NJ 07932-4200. Product name: 
POLYPHASE® 710 S. Active 
ingredient; Antimicrobial and Terbutryn 
at 8%. Proposed classification/Use: 
Materials preservation of joint cements, 
coatings, sealants, stuccos, and plastics. 
(Jacqueline Campbell-McFarlane) 

8. File Symbol: 34704-RNLL. Docket 
number: EP A-HQ-QPP-2011-0009. 
Applicont:Loveland Products, Inc., c/o 
Pyxis Consulting, Inc., 4110 136th St., 
NW., Gig Harbor, WA 98332. Product 
name: LPI 6194 Concentrate Seed 
Treatment. Active ingredient: Plant 
growth regulator, Salicylic Acid, at 
0.04%. Proposed classification/Use: 
Biochemical pesticide/plant growth 
regulator intended for seed treatment. 
(Chris Pfeifer) 

9. File Symbol: 34704-RNLA. Docket 
number: EP A-HQ-OPP-2011-0009. 

Applicant: Loveland Products, Inc., c/o 
Pyxis Consulting, Inc., 4110 136th St., 
NW., Gig Harbor, WA 98332. Product 
name: LPI 6194 RTU Seed Treatment. 
Active ingredient: Plant growth 
regulator, Salicylic Acid, at 0.0067%. 
Proposed classification/Use: 
Biochemical pesticide/plant growth 
regulator intended for seed treatment. 
(Chris Pfeifer) 

10. File Symbol: 34704-RNLT. Docket 
number: EPA-HQ-OPP-2011-0009. 
Applicant: Loveland Products, Inc., c/o 
Pyxis Consulting, Inc., 4110 136th St., 
NW., Gig Harbor, WA 98332. Product 
nome: Salicylic Acid Technical. Active 
ingredient: Plant growth regulator, 
Salicylic Acid, at 98.7%. Proposed 
classification/Use: Biochemical 
pesticide/manufacturing use product 
containing a plant growth regulator 
intended for incorporation into end use 
products for seed treatment. (Chris 
Pfeifer) 

11. File Symbol: 70051-RNT. Docket 
number: EP A-HQ-OPP-201 0-0944 . 
Applicant: Certis U.S.A., L.L.C., 9145 
Guilford Road, Suite 175, Columbia, MD 
21046. Product name: CX-9032. Active 
ingredient: Fungicide and Bacillus 
subtilis var. amyloliquefaciens strain 
D747 at 98.35%. Proposed 
classification/Use: Fungicide on 
vegetable, melons, tree fruit and nuts, 
strawberry, berries, grapes, tropical 
fruits, herbs, coffee, mint, hops, tobacco, 
nurseries, greenhouses, shade house, 
ornamental plants and turf. (Susanne 
Cerrelli) 

12. File Symbol: 70051-RNI. Docket 
number: EPA-HQ-OPP-2010-0944. 
Applicant: Certis U.S.A .. L.L.C., 9145 
Guilford Road, Suite 175, Columbia, MD 
21046. Product name: CX-9030. Active 
ingredient: Fungicide and Bacillus 
subtilis var. omyloliquefaciens strain 
D747 at 25.0%. Proposed classification! 
Use: Fungicide on vegetable, melons, 
tree fruit and nuts, strawberry, berries, 
grapes, tropical fruits, herbs, coffee, 
mint, hops, tobacco, nurseries, 
greenhouses, shade house, ornamental 
plants and turf. (Susanne Cerrelli) 

13. File Symbol: 84059-RA. Dacket 
Number: EP A-HQ-OPP-2010-D058. 
Applicant: Marrone Bio Innovations, 
Inc., 2121 Second St., Suite B-107, 
Davis, CA 95618. Product Nome: MBI-
203 SC. Active Ingredient: Insecticide 
and Chromobacterium subtsugoe strain 
PRAA4-F at 86.50%. Proposed 
classification/Use: For control of foliar
feeding pests, such as caterpillars, 
foliage-feeding coleopteran, aphids, 
whiteflies, and plant-sucking mites, on 
ornamental plants, turf, and various 
edible crops. Note: In the Federal 
Register of March 10,2010 (75 FR 
11175) (FRL-8811-6), EPA announced 
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receipt of two other applications to 
register pesticide products containing 
this new active ingredient. (J. Kausch) 

14. File Symbol: S4059-RG. Docket 
Number: EP A-HQ-OPP-2011-001 0. 
Applicant: Marrone Bio Innovations, 
2121 Second Street, Suite B-107, Davis, 
CA 9561S. Product name: MBI-206 
TGAJ. Active ingredient: Insecticide and 
Burkholderia sp. strain A396 at 100%. 
Proposed classification/Use: 
Ornamental plants, turf and edible 
crops. (Anna Gross) 

15. File Symbol: S4059-RU. Docket 
Number: EP A-HQ-OPP-2011-0010. 
Applicant: Marrone Bio Innovations, 
2121 Second Street, Suite B-107, Davis, 
CA 9561S. Product name: MBI-206 EP. 
Active ingredient: Insecticide and 
Burkholderio sp. strain A396 at 94.46%. 
Proposed classification/Use: 
Ornamental plants, turf and edible 
crops. (Anna Gross) 

16. File Symbol: S5004-L Docket 
Number: EPA-HQ-OPP-2010-0SOS. 
Applicant: Macintosh and Associates, 
Inc., 1203 Hartford Ave., Saint Paul, MN 
55116-1622 (on behalf ofPasteuria 
Bioscience, Inc., 120S5 Research Dr., 
Suite 1S5, Alachua, FL 326151 Product 
Name: Posteuria reniform is-Liquid 
Formulation. Active Ingredient: 
Nematicide and Pasteurio reniformis
Pr3 [SD-5S34] at 0.0033%. Proposed 
Classification/Use: For control of 
reniform nematode (Rotylenchulus 
reniformis] on various food and nonfood 
crops. Note: In the Federal Register of 
November 24, 2010 (75 FR 71697) (FRL
SS37-3), EPA announced receipt of two 
other applications to register pesticide 
products containing this new active 
ingredient. [J. Kausch) 

17. File Symbol: S5004-0. Docket 
Number: EP A-HQ-OPP-2010-0S06. 
Applicant: Macintosh and Associates, 
Inc., 1203 Hartford Ave., Saint Paul, MN 
55116-1622 [on behalf ofPasteuria 
Bioscience, Inc., 120S5 Research Dr., 
Suite 1S5, Alachua, FL 32615.) Product 
Nome: Pasteuria nishizawoe---Liquid 
Formulation. Active lDoaredient: 
Nematicide and Pasteuria nishizawae--
Pn1 [SD-5S33] at 0.0033%. Proposed 
Classification/Use: For control of 
soybean cyst nematode (Heterodera 
glycines) on soybean. Note: In the 
Federal Register of November 24,2010 
(75 FR 71697) (FRL-SS37-3), EPA 
announced receipt of two other 
applications to register pesticide 
products containing this new active 
ingredient. (J. Kausch) 

List of Subjects 

Environmental protection, 
Agricultural Commodities, Pesticides 
and pest. 

Dated: January 20, 2011. 
Keith A. Matthews, 
Acting Director, Biopesticides Pollution 
Prevention Division, Office of Pesticide 
Programs. 
!FR Doc. 20tl-2l56 Filed 2-l-ll: 8:45am! 

BILLING COOE 6560-50-P 

ENVIRONMENTAL PROTECTION 
AGENCY 

1EPA-HQ-QPP-20t0-0548; FRL-8863-6] 

Petition for a Ban on Triclosan; Notice 
of Availability; Extension of Comment 
Period 

AGENCY: Environmental Protection 
Agency (EPA). 
ACTION: Notice; extension of comment 
period. 

SUMMARY: EPA issued a notice in the 
Federal Register of December 8, 2010 
concerning the availability of a petition 
submitted by Beyond Pesticides and 
Food & Water Watch to the 
Environmental Protection Agency for 
review and public comment. The 
petition asks EPA to use its authority 
under various statutes to regulate 
triclosan. In a letter to the EPA dated 
January 22, 2011, Beyond Pesticides and 
Food & Water Watch requested a 60 day 
extension to the comment period. In 
response to this request, this document 
extends the comment period for 60 
days. from February 7, 2011 to AprilS, 
2011. 
OATES: Comments, identified by docket 
identification [ID) number EPA-HQ
OPP-2010-054S, must be received on or 
before Aprils, 2011. 
ADDRESSES: Follow the detailed 
instructions as provided under 
ADDRESSES in the Federal Register 
document of DecemberS, 2010. 
FOR FURTHER INFORMATION CONTACT: 
Timothy F. McMahon, Antimicrobials 
Division [7510Pj, Office of Pesticide 
Programs, Environmental Protection 
Agency, 1200 Pennsylvania Ave., NW., 
Washington, DC 20460-0001; telephone 
number: (703) 308-6342; e-mail address: 
mcmahon.tim@epa.gov. 
SUPPLEMENTARY INFORMATION: This 
document extends the public comment 
period established in the Federal 
Register of DecemberS, 2010 (75 FR 
764613) (FRL-8852-S). In that 
document, the Agency made available 
for review and public comment a 
petition submitted by Beyond Pesticides 
and Food & Water Watch [hereafter 
referred to as "the petitioners") to the 
Environmental Protection Agency 
(hereafter referred to as "EPA" or "the 
Agency"), asking EPA to use its 

authority under various statutes to 
regulate triclosan. Triclosan is an 
antimicrobial substance used in 
pesticide products, hand sanitizers, 
toothpaste, and other consumer 
products. The petitioners claim that the 
"pervasive and widespread use" of 
triclosan poses significant risks to 
human health and the environment. In 
addition, the petitioners claim that the 
"agency failed to address the impacts 
posed by triclosan's degradation 
products on human health and the 
environment, failed to conduct separate 
assessments for triclosan residues in 
contaminated drinking water and food, 
and is complacent in seriously 
addressing concerns related to 
antibacterial resistance and endocrine 
disruption." Under the Federal 
Insecticide, Fungicide, and Rodenticide 
Act (FIFRA) and the Federal Food, Drug, 
and Cosmetic Act (FFDCA), the 
petitioners ask EPA to act to cancel and 
suspend the registration of pesticides 
containing triclosan. Under the Clean 
Water Act (CWA). the petitioners 
request that the Administrator impose 
technology-based effluent limitations, 
health-based toxic pollutant water 
quality pretreatment requirements, and 
biosolids regulation for triclosan. Under 
the Safe Drinking Water Act (SDWA), 
the petitioners request that the 
Administrator conduct a comprehensive 
assessment of the appropriateness of 
regulating triclosan under SDW A. 
Under the Endangered Species Act 
(ESA), the petitioners request that the 
Administrator comply fully with ESA, 
including consultation and biological 
assessment requirements. In a letter 
submitted to the Agency dated January 
22, 2011, Beyond Pesticides and Food & 
Water Watch requested a 60 day 
extension to the comment period. EPA 
is hereby extending the comment 
period, which was set to end on 
February 7, 2011, to AprilS, 2011. 

To submit comments, or access the 
docket, please follow the detailed 
instructions as provided under 
ADDRESSES in the December B, 2010 
Federal Register document. If you have 
questions, consult the person listed 
under FOR FURTHER INFORMATION 
CONTACT. 

List of Subjects 
Environmental protection, 

Antimicrobial, Pesticides and pest, 
Triclosan, Endocrine. 

Dated: January 26, 2011. 
Joan Harrigan Farrelly, 
Director, Antimicrobinls Division, Office of 
Pesticide Programs. 
!fR Doc. ZOll-Z267 Filed 2-l-ll; 8:45am] 

BILUNG COOE 555o-5G-P 
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Fw: Status of Jan 7 batchww Notice of Receipt of Applications batch will publish 
tomorrow 2-2-11 
C r Kl t Joan Harrigan-Farrelly, Jennifer Mclain, Dennis 

aro me os o: Edwards 02/01/201 t 02:36PM 

Cc: Tracy Lantz 

Nalco NOR wlll publish tomorrow. 

----Forwarded by Caroline Klos/DC/USEPAIUS on 02/0 t/20 t1 02:35 PM-----

From: 
To: 

Cc: 

Date: 
Subject: 

FYI-

Susanne Cerrellf/DC/USEPA!US 
Caroline Klos/DC/USEPAIUS@EPA, Abigail Downs/DC/USEPAIUS@EPA, Tracy 
Lantz/DC/USEPAIUS@EPA, Jeannine Kausch/DCIUSEPAIUS@EPA, Jacqueline 
Campbeii-McFarlane/DCIUSEPAIUS@EPA, Chris Pfeifer/DC!USEPAIUS@EPA, Anna 
Gross/OC/USEPAIUS@EPA 
Andrew Bryceland/DC/USEPAIUS@EPA, Michael McdaviVDCIUSEPAIUS@EPA, Dennis 
Edwards/DC/USEPA!US@EPA 
02!0 t/2011 02:33PM 
Re: Status of Jan 7 batch-- Notice of Receipt of ~pp!ications batch will publish tomorrow 2-2- t1 

Thanks for your rapid response! Below is the link to our FR Notice that '1s to publish tomorrow. See link at 
the Office of Federal register below: 

http://www.ofr.gov/OFRUpload/OFRData/2011-02156_PI.pdf 

Regards, 

Susanne Cerrelli 

Regulatory Action Leader 
Microbial Pesticides Branch 
Biopesticides Pollution Prevention Division (7511 P) 

703-308-8077(w) 
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Iunder FtFRA. as amandedl 

U.S. ENVIRONMENTAL PROTECTION 
AGENCY 

Office of Pesticide Programs 
Antimicrobials Division (7510P) 
1200 Pennsylvania Avenue NW 
Washington, D.C. 20460 

NOTICE OF PESTICIDE: 
..L Registration 
_Reregistration 

Name and Address ot Reglstr..tnl (in~udo ZIP Code}: 

Buckman Laboratories, Inc. 
1256 N. Mclean Blv. 
Memphis, TN 38108 

EPA Reg 

Number: 

1448· 
432 

Term o/l:osuanc::o: 

Oate ol tS51.lllnec 

MAR -6 1IfJ/ 

Conditional 

N~me ol Pes~Cida Product: 

BCMW 

Not~: ChangO!l tn label<ng diHoring In 5Ub~ttmco tram I hat accoptod In connoctfon 'o\ilh lhls ro!llslratlon must 00 sub milled to ond accepl&d by tha 

Ragistrutlon Division prior to use ollhelobelln commorco. In any corrupolld~n~ on this prodllelalways mler lo lho above EPA regi&trallon number. 

On tM basis ol information /urni$hed by the 'llglSlranl, the abo~e namod pe:;ticlde i& hereby rsgistoredfromgistarod undor lhe Federnllnsecht:ide, 

Fungk:id~ and Rodenllcide Act 

Registratron Is 1n no MJy to 1M! cOn$\n.md as nn andornmcnt or rocommenda~on ollhls ploduct by the Agency. In order to protect health and the 

enl'lronm~nl, the Adminisll'l!tor. on his molion, may at any time ~u$p~nd or cancellhe reglslrolion of a pesticide In accordance wilh the Acl_ TM 

acccpt;lu'lca ol any name In connection wilh the regi$tratlon ol a productllllder this Acl is not lobe conslrucd a~ gMng thll registrant a right to exclusive use 

ot ths name or to 1ts u~e 1111 has beon covered by othars. 

This product is conditionally registered in accordance with FIFRA sec 3(c)(7)(C) 
provided that you: 

1. Submit and/or cite all data required for registration of your product under FIFRA 
sec. 3(c)(S) when the Agency requires all registrants of similar products to submit such 
data; and submit acceptable responses required for re~registration of your product under 
FIFRA section 4. 

2. Make the labeling changes listed below before you release the product for 
shipment: 

a. Revise the "EPA Registration Number to read, "EPA Reg. No. 1448·432 

Si~'~Tp7&/ 
v~~a ;,~~!{ r 
Product Manager Team-31 
Regulatory Management Branch I 
Antimicrobials Division (751 OP) 

EPA Form 8570-6 

Dale: 

MAIZ - 6 20D7 
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2 

Submit three (3J dopies of your final printed labeling before distributing or selling 
the product bearing the revised labeling. 

If these conditions are not complied with, the registration will be subject to 
cancellation in accordance with FIFRA sec. 6(e). Your release for shipment of the 
product constitutes acceptance of these conditions. 

A stamped copy of the label is enclosed for your records. 

Enclosure: 

u~ 
Product Manager 31 
Regulatory Branch I 
Antimicrobials Division (7510P) 
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KEEP OUT OF REACH OF CHILDREN 

CAUTION 

Dlraoetlons tor u .. •••_.,.,_...,.., __ ,_,n. __ ....,,._...., 
PULP AHO PAPfR MILLS: SUSAN !215 can b-. Used as a mlcr®loddllln the manufBeture of p~ 
and paporooatd liJa1 ~nlad.~ food. 

Thisproduttls applied In COI'l)undlon with IOdlum h~ (12.5% ill) to form monochloramlne. a 
slower acting less awrenlvo oxidizing mietob!ocklo. The produels ;w-e added to di/IJiion -tor to 
achieve a minimum molar raUo of 1.5:1.0 product to t.O of ammonia to oxidant, and this ratio Ia 
obtained by combining 0.6 fluid oo:.rx:es ol BUSAN ~~15 1o t lk»d ()UJl(:a d ~ ~!e ( 12.5 
ai) To onsure bolh handling safety and effect1venon, lhe monochlor&mme solution must be 

911~ted a00 fed IIlio the lrealmenl Wlllef syslema through a prop6( chemical1eed $k!d only by a 
lralned Buekman repcecenta!lve. Use ol' thl~ product for any llt!MM' PIJI'P05e& or contrary to Cl'lo use 
Okadlom 5f*illed below il protMbited. 

DoMQD Rate$: When nolleoably lo!Md, epply ~ product and S<Xium h~ to a<::nievo • 
tlltal th!oline r8llidulll of at lea~! 1 ppm rn OXC4U IJl the- system Ollkfanl demand. Or.ee C«Jifol i1 
.ehleved. tre.tment rates can be 1'\\duced to follb-demand rates from SO% to 80% ot s)'$1efn demand. 
Th& product may be added lo 100 s)'tl&rn conllnuously or lrllerm!ttenUy as needed to 111'\y area of the 
aystem where uniform mixing can be obtained. 

For continuous tre.atmentmlx 0.6 fluid ouor::as of BUSAN 1215 to I ~ oonce of $Odium hypodllorite 
(12.5% a.!.). Apply lliOiutlon at a rato to obtain at klad t ppm In excou of system ox!danl Oomand 

eontilluous basi5. The fioquenc:y of tooding and !he duration of treatment Will depend on IM scveri!y 
oflho problem. Badly loulod systems.shollld be cleane4 before initial trealrnenl 

If ehlllr.lmlne is detect~ In the lliflluent,lt can be neulml!zed by the addition of sodium meta blsullitlt 
until !he chloraminu 1c na klflgef dl!lected. 

PESTICIDE STORAGE: l<aap container 
11glllly doa•d. Store In a dry place. 
Leaking or damaged druma siiO<Jid be 
ptaced In ovel'pack dtutns lot dlspoaal. 
Spil($ WIMI' be~ insawdu;t at 
sand and cisposed of In as~ landlill. 
Keep Ctlliainer doQd \lohcn not in U$*. 

PESTICIDE DISPOSAL: Improper 
dlsposill ot axceas pesticide, •pray 
rrixluro. or rlJ'I$ille Ia a 1001alion of Faclllonil 
lolw. H tllesew.a&le• e;annot bli dispos&d 
ol by USflo a«ordin; IQ label lnatructions, 
conlacl your Stale Pesticide or 
Envioonmenlill Control Agency, or 
Huatd<><IS Wa$!a n~pruentat!o.lo at thn 
""~EPA Regiorlal r:ollil:a klf~aoce. 
Clean equipment andror dhpose ol 
equipment wash ""ater In a manner lo 
avoid eontaminalion of 'Miler~ .. 

COHTAM.IER aSPOSAL 
PLASTIC: Triple tins• (or equlvalan1). 
Theo offer fot reeydiog or raeonditiOnlng, 
or- punetura ;and c:li$poH o11n a sanitary 
landfill, by indntration, 01, if allowed by 
lhle <~~nd local aulhori!in, by bumlsJSI, II 
burned, 5ta)' out ot Em(ll(a. 
METAL.: Triple riMe (01 equivalent). ThM 
offer for rec)'clin$1 or recondilionlng, ot 
puncture and dispose of In a unitary 
landfill, or by olher pcoeedures <JPfH~ 
by state aod local authoritiell • 

.............. 
sue~~~~~, Inc. -·--··"'" 901 27~0 or 1-80o.lll.JCKMAN 

B>A at. No. 1448-TtM 
EPA ~No. 1448. 

Prockl<tWrolgtlt 9.581ba{g;d 1.15kg/r 

HMIS I NPCA Ratings 
Health 1 F!ammabll!ly 1 ·ReadiYity 0 

last Revi$iion 212112007 
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f::'::':===~=====;u~.~ '~F::?:;Er,:E~~~A0~'~"~";===1~El'~A .. ~ N~,:'m;"b<~c-'f"'0=,=.=.,=,,=.=m=~=.==""'iJ -ifice ~roqrarns v 
#'ff.O sr.,.!).,. Antimicrobials Divi~ion (75\0C) 8622-64 

p' ~ '!i 40l"M"St,S.W. 
~- fJ washington, D.C. 20460 

-!( .... ~¢~ 

(Wider FlfRA, as amended) 

NOTICE OF PESTICIDE: 
...L Registration 
_ Reregistration 

Name and Addr<:.<-• of Registrant (include Zfl' Code): 

Ameribrom, Inc. 
2115 Linwood Ave. 

May 5, 2003 

Termoffssu:illce: Conditional 

Name of Pe:niddc Product 

Fuzzicide Solution 

On the biiSis of information fum is bed by the rcgislrotnt. the above ow"d 1~tioido ,,;;,;;,,;~;;;;;;;< .• ,.,,..,,~ 
Rodenlicid~Acl. 

Rcgislrlltion is in no wo.y to be construed liS lUI endorsement or ...,commendation oft hi• product by theAsency. In order to protect hnltb and th<: cnvironnuml, the 
Administrator, on his mmion, may at any time s\ISprnd or Cl!IlCel the registration of a pe!<lieidc in accordance with the Act The acceplallce ofacy name in tllnnection 
with the ro~:i>trl.lion of a prndoct undc:r rhis Act is ool to be construed as giving the regisu:mt a right to exclusive u~ of the n=~ or to ill use if it lui! been eoverc4 by 
others. 

This product is conditionally registered in accordance with FIFRA sec. 3(c)(7)(C) provided you: 

I. Submit and/or cite all data required for registration/reregistration of your product under 
FIFRA sec. 3(c)(5) when the Agency requires all registrants of similar products to submit 
such data. 

2. Change EPA File symbol 8622-AU to EPA Registration Number 8622-64. 

3. Under Spills, fix typo after pesticide disposal by replacing comma with a period. 

4. Submit one copy of the final printed label for the record. 

If these conditions are not complied with, the registration will be subject to cancellation in 
accordance with FIFRA sec. 6(e). Your release for shipment of the product constitutes acceptance 
of these conditions. 

A stamped copy of the label is enclosed for your records. 

Date: 

MAY - 5 2003 

EPA Form 8'!71J.6 
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. _,_. .. 

FUZZICIDE® SOLUTION 
(AMMONIUM BROMIDE SOLUTION) 

A BACTERICIDE, SLIMICIDE AND ALGICIDE FOR TREATING 
RECIRCULATING COOLING WATER SYSTEMS AND PULP & PAPER MILLS 

Active Ingredient: Ammonium bromide 35.0% 
Other Ingredients: ...... ... .. . .. . ... ... ... ... 65.0% 

Total. ...... 100.0% 

KEEP OUT OF REACH OF CHILDREN 

CAUTION 

FIRST AID 

If in eyes . Hold eye open and rinse slowly and gently with water for 
15~20 minutes. . Remove contact lenses, if present, after the first 5 
minutes, then continue rinsing eye. 

• Call a poison control center or doctor for treatment 
advice. 

If swallowed • Call poison control center, or doctor immediately for 
treatment advice, . Have person sip a glass of water if able to swallow . . Do no1 induce vomiting unless told to do so by the 
poison control center or doctor. 

• Do not give anything by mouth to an unconscious person 
If on skin or • Take off contaminated clothing. 
clothing • Rinse skin immediately with plenty of water for 15-20 

minutes. 
• Call a poison control center or doctor for treatment 

advice. 
If inhaled • Move person to fresh air. 

• If person is not breathing, can 911 or an ambulance, 
then give artificial respiration, preferably by 
mouth-to-mouth, if possible . 

• Call a poison control center or doctor for further 
treatment advice. 

Have the product container or label with you when calling a poison.control center or 

EPA Reg. No. 8622-AU 
EPA Est No. 

doctor, or going for treatment. 

USE WITH ADEQUATE VENTILATION 
WASH THOROUGHLY AFTER HANDLING 

See side panels for additional precautionary statements.1~CCEPTED ,,_ 

v/':!: c:c;<~v~=:NTS. 
rr. ::::·A1s~~er Da:ied: 

NET CONTENTS:--- LBS. 
MAY - 5 2003 



268

PRECAUTIONARY STATEMENTS 
HAZARD TO HUMANS AND DOMESTIC ANIMALS 

ACCEPTED-.,_ 
v.~th _COMMENTS\ 

r: . . : ... d·:t:.. Letter Dated:· 

MAr - s iaas 
C A U T I 0 N · ' · ~ ?~deral !:J.Sectidde,. 

,·o.~ ,·.oce.oticide&t as 
.. ·-· :::..:: p~.stcide., 

CAUSES MODERATE EYE IRRITATION ·· ....... c c'·""' 3!'-.,f<>>;.No. 

Avoid contact with eyes or clothing. Wash thoroughly with soap and water after handling. ~~ 2 Z -foe{ 

ENVIRONMENTAL HAZARDS 

This product is toxic to fish and aquatic organisms. Do not contaminate water by cleaning of 
equipment or disposal of waste. Do not discharge. effluent containing this product into l~kes, 
streams, ponds, estuaries, oceans, or other waters unless in accordance with the requirements of a 
National Pollutant Discharge Elimination System (NPDES) permit and the permitting authority has 
been notified in writing prior to discharge. Do not discharge effluent containing this product to sewer 
systems without previously notifying the sewage treatment plant authority. For guidance contact your 
State Water Board or Regional Office of the EPA. 

DIRECTIONS FOR USE 

It is a violation of Federal law to use this product in a manner inconsistent with its labeling. 

DIRECTIONS FOR USE 

FUZZICIDEt~SOLUTION is to be used only in conjunction with: 1) an oxidant such as sodium 
hypochlorite (typically 12.5%) to produce FUZZICIDE0 biocide; and 2) the FUZZICID~ 
feeder/delivery system (described below). 
FUZZICIDe®SOLUTION and the oxidant are mixed in a specially designed reactor which produces 

· · ·,. the biocide on site. The Fuzzicide feeding system controller ensures the automatic production of the 
dilute biocide solution and controls the optimization of the biocide production process. The design of 
treatment, installation, calibration and operation of the feeding system in all plants should be 
conducted only by authorized and trained personnel. 

Use of this product for any other purposes or contrary to the instructions below, or without the 
supervision of authorized trained personnel is prohibited. 
The biocide produced by the feeder is immediately added to the process waters for which treatment is 
required. The biocide may be added to any point of uniform mixing. Addition may be continuous or 
intermittent depending on the severity of the contamination when treatment starts, and on other 
system operation parameters. 

Note: Do not use other feeding modes to mix FUZZICIDe® SOLUTION and the oxidant, or mix 
FUZZICID~ SOLUTION with other additives so as to avoid decomposition of the biocide. 
Non-authorized personnel are prohibited from operating or otherwise handling the feeding system or 
its chemical ingredients. 
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RECIRCULATING COOLING SYSTEMS 

Used effectively at dosages recommended to achieve exposure to 0.3~5.0 parts per million (ppm) of 
residual biocide expressed as total chlorine, or as needed to maintain c_ontrol of algal, bacterial, and 
fungal slimes in industrial cooling towers, evaporative condensers, heat exchange water towers, 
influent systems such as flow through filters, industrial water scrubbing systems, brewery 
pasteurizers, sewage systems (septic 1anks, leach fields, tank lines, serers, lagaoons, and sewage 
effulent water) industrial air-washing systems equipped with a mist eliminator. 

Dosage Rates 

Initial dose: When noticeably fouled, add sufficient biocide produced by the reactor to achieve a 
measured concentration of 0.3- 5.0 ppm residual biocide, expressed as total chlorine. The 
recommended dosage is typical!r achieved by mixing 0.54 gallons of Sodium Hypochlorite (12.5%) 
with 0.22 gallons of FUZZICIDE SOLUTION in the reactor. 

Subsequent Dose: Once microbial control is evident, add sufficient biocide produced by the reactor to 
maintain the measured residual biocide concentration at 0.3- 5.0 ppm in process waters, expressed as 
total chlorine. Continue as in initial dose. 

· t· ' · 1 'A w._.!.<r s-c,d·<.-ns c-/lq 
PULP AND PAPER MILLS r, n<>'- <.$S0

"-'"' '-" c.oo "'''i I ; ) 
~7 \0. V'"Sh ...,d~r tywmeot >ysf""' 

Used for the contr f algal, bacterial and fungal slimes, in pulp and paper mill fresh and sea water 
influent syslems , , pulp, paper and paper board 
mills systems, nonpotable water systems. starch slurries, and other process water. Apply biocide as 
directed. 

Dosage Rates 

Initial dose: When noticeably fouled, add sufficient biocide produced by the reactor to achieve a 
measured concentration of 0.3 -10.0 ppm residual biocide, expressed as total chlorine. 
The recommended dosage is typically achieved by mixing 0.54 gallons of Sodium Hypochlorite 
(12.5%) wilh 0.22 gallons of FUZZICIDE® SOLUTION in the reactor. Do not exceed 0.14 gallons of 
FUZZICIDE~~> SOLUTION per 2205 pounds of dry weight fiber in paper and paperboard components 
that contact food. 

Subsequent Dose: Once microbial control is evident, add sufficient biocide produced by the reactor to 
maintain the measured residual biocide concentration at 0.3 ~10.0 ppm in process waters, expressed 
as total chlorine. · 

STORAGE AND DISPOSAL 

Do not contaminate water, food, or feed by storage or disposal. 

STORAGE 

Store in a cool, dry, well-ventilated area, in 
sources, acids, alkaline, and heavy metal salts. 

well-closed original containers, away from energy 

.., ··. ·::~)'i'ED 
-. · :Iv'::3NTS 

-":'"' Daled: 

~lAY - 5 2003 
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PESTICIDE DISPOSAL 

Pesticide wastes are acutely hazardous. Improper disposal of excess spray mixture, or rinsate is a 
violation of Federal law. If these wastes cannot be disposed of by use according to label 
instructions, contact your State Pesticide or Environmental Control agent or the Hazardous Waste 
representative at the nearest EPA Regional Office for guidance. 

CONTAINER DISPOSAL 

Waste resulting from the use of this product may be disposed of on-site or at an approved waste 
disposal facility. Completely empty container into application equipment. Then dispose of empty 
container in a sanitary landfill or by incineration or, if allowed by state and local authorities, by burning. 
If burned, stay out of smoke. 

SPILLS 

When handling or dealing w~h spills, use impact-resistant goggles with side shields or face shield; 
body-covering clothes, including impervious rubber or piastic gloves and boots; use approved 
respirator. Absorb on sand or vermiculite and place in closed container and dispose as described for 

,.;·c.-- pesticide disposal. If containers are contaminated or decomposing, do not reseal; isolate unsealed 
<i::,!·: container in the open or a well-ventilated area; flood with large volumes of water if necessary. 

DO NOT SMOKE, DRINK, OR EAT WHEN HANDLING 

DO NOT SHIP WITH FOOD, FEEDS, DRUGS, OR CLOTHING. 

KEEP CONTAINER TIGHTLY CLOSED WHEN NOT IN USE 

WARRANTY 
Seller warrants that this product conforms to its chemical d escrlption and is reasonably fit for the 
purposes stated on the label when used in accordaQ_ce with label directions under normal conditions_ 
of use, but neither this warranty nor any other warranty of MERCHANTABILITY OR FITNESS FOR A 
PARTICULAR PURPOSE, express or implied, extends to the use of this product contrary to label 
instructions, or under abnormal conditions, or under conditions not reasonably foreseeable to Seller, 
and Buyer assumes the risk of any such use. 

Manufactured for: 
Ameribrom, Inc. 
2115linwood Avenue 
Fort Lee, NJ 07024-5004 
Tel: (201) 242-6560 
Fax:(201) 242-6561 

MAY - 5 2003 
· · Inslilcticfde, 
~- ~--'=~:;ciae Jlct as 
; :··:~oJcicte, 

··.:8: :::..-·~ 1~:ooa. No. 

/?& n :_fo<( 
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_ ..... ' ' "·l:') U.S. ENVIRONMENTAL PROTECTION EPA Reg. Dale oltssuanco: 

,·,.Q., . . AGENCY Number. 

l Office of Pesticide Programs 1448· -~ '. 1 '" •' :i filAR 6 '21Jrf( ·4~:' Antimicrob'ra\s Division (751 OP} 433 • . ... ·.·· 
1200 Pennsylvania Avenue NW 
Washington, D.C. 20460 

Term ollsst<ance: 

Conditional 
NOTICE OF PESTICIDE: 
..2L Registration Name or PeSiicide PrOOucl~ 

_ Reregistration SUSAN 1215 

(U<'Idel FIFRA. as arnend~d) 

Name and Address ol Reg•stranl (include ZIP Cod~): 

Buckman Laboratories, Inc. 
1256 N. Mclean Blv. 
Memphis, TN 38108 

Nolo: Change::; in labeling differing In substance trom that accoptod in coonocllon -Mih thh:; rogll;tfatlonmusl be sybmlftod to and aceepled by tho 

RDglsltalton Division p~or lo tiS& of the label in commsreo. tn any corrospom:lenco on th!!i prod\!Ct atv.uys relorto t~o abovo EPA reg;slratjon number. 

On the basis of inrormijtion tymished by the registrant. the above named p&s~clde Is he ruby rog;steredfreregisl&rod undar the Federallnsecllcldo, 

Ftltlgic•do and Rodentic•rJe Act. 

Reg•strlllion is in no way to bo conslf\!ed as an endors&monl or recommendation ot thts product by the AgeflCy, In order to protect health and the 

env.ronment, the Adminialrator. on his motion. may at any time susp~nd or caffeol tho ffl9i~lration or a peSticide in accordanct~ "'11h tho Act. Th& 

acceplanc& ol any namo in connection with tho registration or a product yoder I his Act i~ nol to be constf\!ed as g;ying I he roglstr&nla right lo exclusive use 

or the name or to ;Is usu ill! has b~en covered byothars. 

This product is conditionally registered in accordance with FIFRA sec 3(c)(7)(C) 
provided that you: 

1. Submit and/or cite all data required for registration of your product under FIFRA 
sec. 3(c)(5) when the Agency requires all registrants of similar products to submit such 
data; and submit acceptable responses required tor re-registration of your product under 
FIFRA section 4. 

2. Make the labeling changes listed below before you release the product tor 
shipment: 

a. Revise the "EPA Registration Number to read, "EPA Reg. No. 1448-433 

sif":Trifli/"""' Date: 

vJ:ma 0 le 
Product Manager Team-31 t,. ,, 

-
Regulatory Management Branch I 
Antimicrobials Division (751 OP) 

EPA Form 8570·6 
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2 

Submit three (3) copies of your final printed labeling before distributing or selling 
the product bearing the revised labeling. 

If these conditions are not complied with, the registration will be subject to 
cancellation in accordance with FIFRA sec. 6(e). Your release for shipment of the 
product constitutes acceptance of these conditions. 

A stamped copy of the label is enclosed for your records. 

Enclosure: 

Velma Noble 
Product Manager 31 
Regulatory Branch I 
Antimicrobials Division (751 OP) 
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ANTIMICROBIALS DIVISION 

Federal Register Notice Published Seeking Public Comment on Petition to Ban 
Triclosan. In a Federal Register Notice dated December 8, 2010, EPA made 
available for review and public comment the "Citizens Petition to the United 
Stoles Environmental Protection Agency" submitted by Beyond Pesticides and 
Food & Water Welch. The petition asks the EPA to use its regulatory authority to 
address concerns with continued use of triclosan in pesticide products. The 
petitioners claim that the "pervasive and widespread use" of tricloson poses 
significant risks to human health and the environment. EPA will make a formal 
response to the petition after reviewing the submissions received in response to 
the 60-day comment period, which is scheduled to close in February 2011. The 
FRN and associated petition are in docket EPA-HQ-OPP-2010-0548. (Tim 
McMahon, 703-308-6342; Rebecca von dem Hagen 703-305-6785) 

On December 16, 2010, EPA announced its decision 
thot ammonia (and its sells) and urea-based products should be registered os 
pesticides when sold or distributed for use in combination with sodium 
hypochlorite or other chlorine sources as part of biocidal control systems by the 
pulp and paperboard industry. The Agency received three petitions, each with 
differing opinions, concerning whether certain products containing ammonia and 
urea met the definition of "pesticide" under FIFRA. and therefore needed 
registration, when the products were intended for use by the pulp and 
paperboard industry as part of a system to control micro-organisms. The docket, 
which contains documents submitted by the petitioners, public comments, 
responses to comments, as well os the Agency's response to the petitions and 
decision documents concerning the Agency's ruling, can be found at 
www.regulations.gov in Docket ID # EPA-HQ-OPP- 2009-1005. (Melba S. Morrow, 
703-308-2716) 

Pesticide Products Registered Under the Pesticide Registration lmprovement Act 
I IPR1Al 
~nemlcar.c: 

,'i t:ompony EPA . • A¢tion 4>ue .·. ': 
~am~:'c >-s>t;;<: -->"":-< ,.,,.,_ ...• . • Registration Code D.l.lt.e .• ;_,,,, <c\/,<,; \, ,; ,'/>, .:-- ' 

The 'Re!lulalorv Branch l!lranted: 
1 ,2-Benzisothiazolin- Arch Chemicals 1258-1336 A540 12/13/1 12/13/10 
3-one 0 

Martha Terry 703-
308-6217 

Caprvlic acid l Ecolab 1677-204 I A570 j_ 12131/10j_12115110 
Stacey Gri sby 703-305-6440 
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UNITED STATES ENVIRONMENTAL PROTECTION AGENCY 
WASHINGTON, D.C. 20460 

Mr. Michael Boucher 
McKenna Long & Aldridge 
Counsel for Buckman Laboratories 
1900 K. Street, NW 
Washington, DC 20006 

Ms. Karen M. Hansen 
Beveridge & Diamond 
Counsel for Ashland-Hercules 
1350 I Street, NW, Suite 700 
Washington, DC 20005-3311 

Mr. Seth Goldberg 
Steptoe & Johnson LLP 
Counsel for Nalco, Inc. 
1330 Connecticut Avenue, NW 
Washington, DC 20036 

Dear Co11nseiors, 

OFFICE OF CHE~.:ICAL SAFETY 
;,NO POLLUTI{);o< PRE\'Eo~-iTIQ" 

The U.S. Environmental Protection Agency has reached a decision regarding the 
applicability of FIFRA registration requirement to both ammonia (and its salts) and urea 
prodncts when sold or distrib11ted for use in biocidal control systems in the pulp and paperboard 
Lndustry along with a chlorine source. This letter provides official notice of that decision and 
also outlines the actions necessary for Nalco, Inc. to bring its products into compliance with the 
requirements of the Federal Insecticide, Fungicide, and Rodenticide Act (FIFRA). 

Background 

Between 2007 and 2009, EPA received three petitions concerning whether certain 
products containing ammonia and urea met the definition of "pesticide" when the products were 
intended for use in the pulp and paperboard industry as part of a system to control micro
organisms. The petitions were submitted by three companies- Nalco, Inc. ("Nalco"), Buckman 
Laboratories ("Buckman"), and Ashland-Hercules ("Ashland")- all of which compete against 
each other in the marketing of products and services for the control of microorganisms in pulp 
and paperboard industry mamtfacturing. Buckman currently holds registrations for ammonia 
products, BCMW and Bus an 1215, and Ashland is a distrib11tor of a registered ammonia product, 
Spectrum XD3899 Ammonium Bromide Technology, that is manufactured by Ameribrom, Inc. 
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Nalco does not hold a regisu·ation for ammonia, but distributes ammonia and urea products, 
identified as Nalcon 60620 and Nalcon 60615, .respectively, that are so used in the pulp and 
paperboard industry. These petitions provided differing opinions on whether ammonia or urea 
products, when sold or distributed for use with sodium hypochlorite or other chlorine sources, as 
water treatments in the pulp and paperboard industry, should be registered as pesticides. 

On May 19, 2010, the Agency published a Federal Register notice (7 5 FR 28014) and 
initiated a public comment period relative to these petitions-. The Federal Register notice 
includes a more comprehensive history and other infonnation about this matter. The docket 
number is EPA-HQ-OPP- 2009-1005. The docket contains documents submitted by the 
petitioners, as well as public comments. 

Issue Presented 

The petitions submitted by the various palties present the central issue of whether 
ammonia and urea products should be registered as biocide.s when sold or distributed for use in 
combination with sodium hypochlorite or other chlorine sources as pmt of biocidal control 
systems in the pulp and paperboard industry. In terms of the regulatory status of partiClilar 
products, the petitions question whether NALCO products sold or distributed for such purposes 
should be required to be registered under FIFRA and whether products registered by Buckman 
and associated with Ashland (as a distributor) should be required to remain registered under 
FIFRA when sold or distributed for such purposes. 

Specifically, Nalco's petition requested that the Agency reconsider its registration of 
ammonia products as precursors to chloramine and provide assurance that there i.s no risk of 
enforcement during the reconsideration and any transition period. Buckman's petition was filed 
in response to Nalco's request that the Agency reconsider the registration of ammonia. 
Buckman's petition further requested that the Agency immediately prohibit further sale and 
distribution of unregistered ammonia. Ashland's petition presented the same arguments as 
Buckman for ammonia and fmther recommended that the Agency take action against the sale 
and distribution of unregistered urea when used as part of a biocidal system in the pulp and 
paperboard industry. 

Decision 

The Agency has determined, based on the activity and fundamental purpose of adding 
ammonia and/or urea to chlorinated water to facilitate the production of chloramine for biocidal 
purposes, that Nalcon 60615 and Nalcon 60620 are required to be registered under FIFRA and 
that Buckman's BCMW and Busan 1215 arid Ashland's Spectrum XD3899 Ammonium 
Bromide Technology must remain registered when sold or distributed for such purposes. This 
decision letter as well as responses to comments will all be posted to the public docket (EPA
HQ-OPP- 2009-1005). This decision is effective immediately. Instructions for Nalco to acl1ieve 
compliance with this decision are set forth in the final section of this letter. 
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Rationale 

For the reasons explained below, the Agency concludes that both ammonia and urea 
products need to be registered as pesticides when sold or distributed for use in combination with 
chlorine in biocidal control systems to address microbial pest problems in the pulp and 
paperboard industry. 

EPA has carefully reviewed the available infom1ation concerning how ammonia and urea 
function as part of biocidal control systems in the pulp and paperboard industry, as well as how 
Ashland, Buckman, and Naico intend their anunonia and urea products to be used. Neither 
ammonia nor urea, by itself, has pesticidal activity. Nonetheless, the ways in which the three 
companies market their ammonia and urea products, as well as the known and intended uses of 
those products in the pulp and paperboard industry, bring those products within the definition of 
a pesticide. Specifically, EPA has determined that the three companies directly state or imply 
and intend that their products should be added to chlorinated water as part of a biocide control 
system in the pulp and paperboard industry where the material will interact with chlorine that is 
also added to the water. Once the ammonia or urea is added, it reacts with chlorine to ultimately 
form a new chemical substance, chloramine. (Urea in the presence of sodium hypochlorite or a 
chlorine source forms a chlorourea, which undergoes further chemical reaction to form 
chloramine.) As the three companies know, the chloramine formed following the addition of 
ammonia and urea to chlorinated water has pesticidal activity against microbial organisms. 
Moreover, compared to chlorine, chloramine exhibits extended antimicrobial activity. 

In reaching its conclusion that the products under review are pesticides, EPA relies on the 
statutory definition of "pesticide" in FIFRA 2(u), as well as its regulations in 40 CFR 
!52.!5(a)(l), 40 CFR !52.!5(c) and 40 CFR !53.125(a)(2). FIFRA section 2(u) defines a 
"pesticide" in pertinent part as "any substance or mixture of substances intended for preventing, 
destroying, repelling, or mitigating any pest .... " EPA has interpreted this statutory tenn in 
regulations at40 CFR 152.15, which states: 

No person may distribute or sell any pesticide product that is not registered under the 
Act. .. A substance is considered to be intended for a pesticidal purpose, and thus to be a 
pesticide requiring registration, if: 
(a) The person who distributes or sells the substance claims, states, or implies (by 
labeling or otherwise): 
(I) That the substance (ehher by itself or in combination with any other substance) can 
or should be used as a pesticide; or ... 
(c) The person who distributes or sells the substance has actual or constructive 
knowledge that the substance will be used, or is intended to be used, for a pesticidal 
purpose. 
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Finally, EPA's conclusion also takes into consideration the regulation in 40 CFR 153.125(a)(2), 
which sets forth criteria for determining whether a substance has pesticidal activity. The 
regulation states that an ingredient will be considered to be an active ingredient if it: 

... has the ability to elicit or enhance a pesticidal effect in another compound whose 
pesticidal activity is substantially increased due to the iuteraction of the compow1ds. 
Compounds which function simply to enhance or prolong the activity of an active 
ingredient by physical action, such as stickers or other adjuvants, are not generally 
considered to be active ingredients. 

Chloramine and chlorine, as part of a biocidal control system, destroy microbial pests in 
pulp and paperboard industry manufacntring; each is clearly a ''pesticide" under FIFRA section 
2(u). Ashland, Buckman, and Nalco are selling their ammonia and urea products for use as part 
of a biocidal control system in the pulp and paperboard industry. The directions for use on these 
products indicate that they should be added to the water systems, which already contain chlorine, 
to prolong the antimicrobial activity of the chlorine in the system. Although not specifically 
stated in the use directions, this occurs as a result of the chemical reaction between the chlorine 
and either the ammonia or urea and not as a result of physical action. Thus, EPA finds the lhree 
companies are selling substances for which they state or imply that their products used in 
combination with a chlorine source in water can be used as part of a biocidal control system to 
control microbial pests in pulp and paperboard industry manufacturing. Under 40 CFR 152.15 
(a)(l), such products are considered pesticides. Likewise, EPA finds that the three companies 
know their products are being used in the mmmer described above, and by specifically marketing 
their products to customers in the pulp and paperboard industry, they fall under the provision in 
40 CFR 152.15(c). 

Ammonia, by itself, does not have any pesticidal activity, but cannot be characterized as 
a stabilizer as was suggested by some parties. A stabilizer is a chemical compound that does not 
change the characteristics of an active ingredient with which it is mixed. In the presence of 
sodium hypochlorite or a chlorine source, both ammonia and urea react to ultimately form 
chloramine, which itself is a different chemical compound from chlorine or sodium hypochlorite. 
Based on the fact that anunonia and urea are consumed in an irreversible chemical reaction and 
that a new chemical is formed, which possesses pesticidal activity; neither ammonia nor urea can 
be classified as stabilizers. 

Ammonia does not perform in a similar way to citric acid, acetic acid, and cyanuric acid. 
Unlike ammonia, the use of citric acid, acetic acid, and cyanuric acid as halogen stabilizers does 
not result in the formation of a new chemical which has a different spectrum of pesticidal 
activity. Ammonia does not have the same activity when combined with sodium hypochlorite or 
a chlmine source as that ascribed to chemicals that are used to stabilize other pesticides to 
prevent their degradation in the presence of sunlight. 
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Fmther, EPA finds that the interaction of ammonia or urea with chlorine prolongs and 
therefore substantially increases the pesticidal activity of chlorine. EPA notes that, unlike 
ingredients (such as stickers and other adjuvams) which prolong the activity of a pesticidally 
active chemical by physical action, the ammonia and urea act by causing a chemical reaction 
with chlorine or a chlorine source to ultimately form chloramine. Therefore, ammonia and urea 
meet the criterion in 40 CFR 153.125(a)(2) for identifying a pesticidally active substance. 

In light of all of the above, EPA concludes that the ammonia and urea products sold by 
Ashland, Buckman, and Nalco to the pulp and paperboard industry for use in controlling 
microbial pests in water systems are pesticides and must be registered (or remain registered) 
under FIFRA. 

Required Actions 

ln light of the foregoing, and within 30 days ofNalco's counsel's receipi of this letter, 
Nalco must submit full application packages for new active ingredients for Nalcon 60615 and 
Nalcou 60620 to satisfy this determination that FIFRA registrations are required for these 
products. 

The Application for Pesticide Registration m11st include the following: 

Application for registration (Form 8570-1) 
Confidential Statement of Formula (Form 8570-4) 
Certification with Respect to Citation of Data form (Form 8570-34) 
Data Man·ix (Form 8570-35) 
Copies of proposed label 
Data- The following data must be submitted/addressed: 

Chemistry data on the active ingredient as well as the proposed product 
Six acute toxicity studies on the active ingredient as well as the proposed product 
90 day subchronic study 
Developmental toxicity study 
2-generation reproductive study 
Mutagenicity battery (3 studies) 
Hydrolysis study 
A vi an oral LD 50 study 
Fish Acute LC 50 study 
Aquatic invertebrate LC 50 study 
Residue studies to determine chloramine levels that may occur in pulp and paperboard. 
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This letter does not constitute permission for Nalco to continue to distribute or sell such 
products unless and until they are registered. The continued distribution or sale of those products 
constitutes a violation of FIFRA. Petitioners Ashland and Buckman have asked EPA to take 
enforcement action against Nalco for selling unregistered pesticides. EPA's Office of 
Enforcement and Compliance Assistance will respond separately to these requests. 

For further information or clarification on the registration process for the Nalco products, 
please contact Joan Harrigan-Farrelly, Director of the Antimicrobials Division, at Harrigan
Farrelly.Joan@epa.e:ov or call703-308-6468. 

Sincerely, 

. £;..--·;·<! 
~~.; __ ,:,r-<'~ ------~ 
~ ,/ - ---~-- ------Steven F. Bradbury, Ph.D., Director 
Office of Pesticide Programs 

cc: Rosemarie Kelly, EPA Office of Enforcement and Compliance Assurance 
Philip J. Ross, EPA Office of General Counsel 
Joan Harrigan-Farrelly, Antimicrobials Division Director 
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Fw: New AI Ammonium Sulfate docket 
Tracy Lantz to: Caroline Klos 
Cc: Dennis Edwards, Velma Noble 

Attached below is the signed and scanned docket verification form. 
Also attached is my notice of receipt for a new AI batching information form. 

~ 
notice of receipt for new aLNH4 Sulfate.docx 

Please let me know if you have any questions. I will be in the office on Friday. 

1/lMa~ 
Tracy Lantz 
Regulatory Team 31 
Antimicrobials Division 
U.S. Environmental Protection Agency 
Phone: (703}30SH041S 
FAX: (703} 308-8481 

~---Forwarded by Tracy Lantz!DC/USEPAIUS on 01/06/2011 04:19PM-~--~ 

From: 
To: 
Date: 
Sublect: 

cts/cts/QP/USEPNUS@EPA 
Tracy Lantz/DC/USEPAIUS@EPA 
01/06/2011 04:09PM 
New AI Ammonium Sulfate docket 

01/06/2011 04:26PM 

Please open the attached document. This document was digitally sent to you 

~ 
using an HP Digital Sending device. [Unt~ledl.pdf 
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U. 5. ENVIRONMENTAL PROTECTION AGENCY 
OFFICE OF PREVENnON, PESTICIDES, AND TOXIC SUBSTANCES {OPPTS) 

1200 Pennsylvania Avenue, N.W. , Washington, D.C. 20460 

DOCKET VERIFICATION AND CERTIFICATION FORM 
For Internal OPPTS Use Only 

Title of Action: Ammonium Sulfate Reaistration of New Active lnaredient 
RIN #: 2070- Docket ID #: EPA-HQ-OPP-2011-0019 I FRL#: 
Docket Title: Ammonium Sulfate Reaistration of New Active lnaredient 
Contact Information: Name: Tracy Lantz Phone: 703 308 6415 
Legacy Information: 

Program Lead's Vertification: I have reviewed the docket and verified the following: 
All of the documents identified in the attached Docket Index have been submitted to the appropriate Docket 
Manager for inclusion in the docket identified above. 
Documents containing copyrighted, CBI or otheiWise protected information have been identified to 
allow for "special" processing by the docket. 
The material has been assembled in a useable form to support the document being published in the FEDERAL 

~EGISTER. 
,, Comments: No supf:ORhn_9 rncrleno. Is 

/_ 

Date: I I &Ill I Initials: "'tJ')(;;l. Phone: <o "- >olr 0 41 
Doc~anager's Verification and Sign-off: I hereby confirm the following: 

The Docket ID #identified above matches our records. 
The documents identified in the attached Docket Index have been received by the Docket. 
The documents have been properly processed for inclusion in EPA Dockets, as appropriate. 
The documents either already are in the docket or are being~process for inclusion in the docket. 

Comments: tJ o 'Si.t~por\'l /' .· · .• 
: /. 

Date: ,Lbl" $.(gnature: .l-i(,1UlLuc 1-"{-f-til/.>_., I Phone: ;)or{- %'<"::> 
Program Lead's Certification: I hereby certify that: '--' 

I have completed the verification above. 
I have submitted to the OM all of the documents that I identified needed to be updated, or added to the docket. 
I have obtained the OM's sign-off. 
The docket is complete and ready for public release. 
Comments: 

/ ' Date: 117 I• Signature: ""1"-'LM Phone: ·to·'!, "'6/j' io4 L5 
Attachment: :J '--.-/ 
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Notice of Receipt for a New Active Ingredient hatching information 

In addition to the information below you will need to email to BPPD is the scanned copy of the 
OPP Docket Certification/Verification form filled in/signed by you and the OPP Docket staff 
(Anthia Peters). 

Docket Number: EPA-HQ-OPP-2011-0019 

RAL/PM Name: Tracy Lantz 

RAL/PM Email: Lantz.tracy@epa.gov 

RAL/PM Phone: (703) 308-6415 

Fill out the following paragraph: 

File Symbol: [1706-EUN]. Applicant: [Nalco Company, 1601 West Diehl Road, Naperville, IL 60563]. 

Product name: [Nalco 60620]. Active ingredient: [antimicrobial} and [Ammonium Sulfate] at [20 %]. 

Proposed classification/Use: [pulp and papermi!l water systems.] [[Tracy Lantz, (703) 308-6415, 

Lantz.tracy@epa.gov; EPA-HQ-OPP-2011-0019] 
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DOCKETS CREATED Cl 
Latasha White to: Tracy Lantz 
Cc: Anthia Peters 

01/05/2011 04:23PM 
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Favorites Tools Help 

Pdms. 

Success! 

You have created a new docket with the following attributes: 

Docket ID: EPA-HQ-OPP~20 11 ~00 19 

Title: Ammonium Sulfate Registration of New Active Ingredient ~~ 
Docket Type: Nonrulemaklng A_, ~ 
Docket Phase: Notice 1"1\)d' 
Docket Sequence: 1 \ ' 
Docket status: Draft 

Current Assignee: 
Docket Manager: 
Regulation Writer: Lantz, Tracy (EPA) 

What you can do now: 

Add a document to this docket 

Add Notifications 

Add to mv Favorites 

Associate Related Dockets 
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BUCKMAN LABORATORIES, INC.'S REPLY TO NALCO COMPANY'S DEC. 4, 2007 

REQUEST THAT EPA RECONSIDER ITS REGISTRATION FOR AMMONIA 

PRODUCTS AS PRECURSORS TO CHLORAMINE USED IN WATER TREATMENT 

AND 

BUCKMAN LABORATORIES, INC.'S REQUEST THAT EPA IMMEDIATELY 

PROHIBIT FURTHER DISTRIBUTION AND SALE OF UNREGISTERED AMMONIA 

FOR WATER TREATMENT 

Michael Boucher 

McKENNA LONG & ALDRIDGE LLP 
1900 K Street, NW 
Washington, D.C. 20006 
(202) 496-7729 

Counsel to 

Buckman Laboratories, Inc. 

September 2, 2008 
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I. Overview 

Nalco Company's (hereinafter, "Nalco's") December 4, 2007 "Request That EPA 

Reconsider Its Registration for Ammonia Products as Precursors to Chloramine Used in Water 

Treatment and Provide Assurance That There Is No Risk of Enforcement during the 

Reconsideration and Any Necessary Transition Period" (hereinafter, ''Nalco's Petition") is a 

tirade against EPA's registrations ofBCMW (EPA Reg. No. 1448-432) and Busan 1215 (EPA 

Reg. No. 1448-433), Buckman Laboratories, Inc.'s (hereinafter, "Buckman's") manufacturing-

use and end-use ammonia products, respectively. The violence ofNalco's protest tacitly 

acknowledges Nalco's need to register its own current end-use ammonia product, Nalcon 60620, 

because Nalcon 60620 and Busan 1215 essentially have the same composition, are used by the 

same industrial users in the same manner for water disinfection, and are considered 

interchangeable products in the marketplace. Nalco's Petition ignores the unknown and 

potentially unreasonable risks presented by the ongoing use of unregistered ammonia to produce 

monochloramine (hereinafter, "MCA"), including human health risks from unapproved residues 

ofMCA in paper used for food packaging and toxicity to aquatic organisms from MCA residues 

in industrial waste water. 1 Not surprisingly, Nalco also ignores the significant and ongoing 

damage being done unfairly to the commercial value ofBuckman's ammonia registrations- and 

to Buckman's ability to recoup its investment in such registrations- by Nalco's ongoing sale of 

unregistered ammonia with EPA's ''temporary" permission, which has lengthened to seven 

months with no end in sight. 

1 Coincidentally, we have obtained a pre-publication Federal Register notice, attached hereto as Exhibit "A," which 
reports that Zentox Corporation has petitioned the Food and Drug Administration to use MCA as a food additive, 
specifically, "as an antimicrobial agent in poultry process chiller water'' (emphasis added), even though EPA has not 
registered MCA or ammonia for any such use. This food additive petition underscores the urgent need for EPA to 
publicly affirm its jurisdiction over MCA- specifically, to prohibit the further distribution and sale of unregistered 
ammonia for any water treatment use, including poultry processing. 

-1-
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To justify the status quo, Nalco offers a series of increasingly erratic and unfocused 

arguments. Initially, Nalco alleges that ammonia cannot be registered, because it is not an active 

ingredient (Nalco's Petition at 6~7), but later flip-flops and acknowledges that, in fact, EPA can 

register a precmsor of an active ingredient, where registration of the active ingredient itself is not 

practical (Nalco's Petition at 9)- exactly as EPA has done with BCMW and Busan 1215, 

because the registration ofMCA itself for water treatment is impractical. Then, Nalco agrees 

that combining ammonia and sodium hypochlorite produces MCA (Nalco's Petition at 4), in a 

chemical reaction known since the early 1900s, but alleges that MCA is not an active ingredient 

that is separate from "chlorine" (hypochlorous acid) (Nalco's Petition at 8-9, 11), even though 

the production ofMCA is a reaction that is not considered reversible (i.e., once formed, MCA 

does not readily break down into, or otherwise produce, ammonia and hypochlorous 

acid/hypochlorite ions), and despite that EPA and industry recognize MCA as a distinct active 

ingredient with valuable properties that are different from those of hypochlorous acid. Nalco 

also plays variations on the foregoing theme, specifically, that ammonia "sequesters" and 

releases "chlorine" by a novel chemical process that Nalco never explains (Nalco's Petition at 4, 

6~ 7, 11-12), and that ammonia is only an adjuvant used with ''chlorine'' and, thus, requires no 

registration (Nalco's Petition at 15), even though ammonia reacts completely with sodium 

hypochlorite to form a new active ingredient, MCA, and, thus, does not hold or release 

hypochlorous acid and does not resemble any adjuvant. 

For the foregoing reasons, as articulated and explained in this petition, we respectfully 

request pursuant to section 553( e) of the Administrative Procedures Act (5 U.S.C. § 553( e)) that 

EPA deny Nalco's Petition and immediately prohibit further distribution and sale of unregistered 

ammonia for water treatment. Nalco has asked for time to register ammonia but neither needs 
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nor deserves any additional time. Nalco has had notice of EPA's policy on the registration of 

ammonia for water treatment since the Agency's registration of Buckman's ammonia products 

on March 6, 2007. Since then~ a period of 18 months~ Nalco has found ample time to make 

two lengthy and duplicative submissions and one responsive submission to EPA in order to 

subvert the Agency's registration of Buckman's ammonia products. Neither ofNalco 's original 

filings ever had a likelihood, much less a certainty, of persuading EPA to revoke its considered 

registrations of ammonia, which Nalco knew at the time of its filings. Indeed, as recently as 

July 15, 2008, the Agency amended Buckman's registration ofBusan 1215 to add a new use 

(industrial water systems), which suggests no intent by EPA to grant either ofNalco's original 

requests to revoke Buckman's ammonia registrations. Accordingly, in addition to filing petitions 

with EPA, Nalco also should have filed or, at a minimum, prepared itself fully to file an 

application to register ammonia sometime during the past 18 months. I~ as it appears, Nalco has 

chosen instead to focus wholly on a speculative petition effort intended to manipulate EPA into 

allowing Nalco to remain on the market without an ammonia registration and, thereby, to 

continue to compete with Buckman unfairly and, specifically, to erode its customer base, the 

Agency should not now reward Nalco for its gamesmanship with any additional time to register 

ammorua. 

In preparing this petition on behalf of Buckman, we consulted with scientists and 

regulatory consultants at Technology Sciences Group Inc., namely, Dr. Robert Stewart, Vice 

President and Managing Director, and Dr. David Brookman, Director of Environmental 

Chemistry. Drs. Stewart and Brookman have reviewed and concur in our technical 

representations in this petition. 
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II. Both Nalco and Buckman sell ammonia for use in proprietarv systems in which 
ammonia and sodium hypochlorite react to form MCA, which is the active 
ingredient supplied by each system for water treatment. 

Use of either Nalco's or Buckman's end-use ammonia product, as labeled, generates the 

same main active ingredient, MCA (monochloramine), which is formed by a chemical reaction 

that occurs at the time of use. The general reaction is as follows: 

Figure I 

base 
HOCI/OCr + 

Hypoclorous acid/ Ammonia/ Monochloramine 
hypochlorite ion ammonium ion 

Dichloramine Nitrogen 
trichloride 

The reaction is normally terminated at the stage where MCA is formed, but dichloramine and 

nitrogen trichloride also may occur. 

The nominal active ingredient in Nalco's end-use ammonia product (Nalcon 60620) is 

"ammonium sulfate" and in Buckman's end-use ammonia product (Busan 1215) is "ammonia 

(total)," which derives from an aqueous mixture of ammonia and ammonium sulfate. Therefore, 

both products provide ammonia or ammonium ions in the reaction shown in Figure I above, and 

both lead to the in-situ generation of one or more chloramines. 

According to its label, attached hereto as Exhibit "B," Nalcon 60620 is an tmregistered 

formulation consisting of20% ammonium sulfate and 80% "constituents ineffective as spray 

adjuvants," presumably water. Nalco sells Nalcon 60620 as part of its "OxiPRO™ Deposit 

Control Technology" and, specifically, for use in Nalco's "OxiPRO Feed System," which is 

illustrated and described in a Nalco proposal and a Nalco slide presentation attached hereto as 

Exhibits "C" and "D," respectively. Nalco's label for Nalcon 60620 and Nalco's materials on 

the OxiPRO Feed System describe a process in which a Nalco technician adds Nalcon 60620 to 
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Sorry Melba 

Here i1 is. 

Joan 

From: 
To: 
Cc: 

Date: 
Subject: 

Dear Joan, 

Fw: Ashland Inc. Comments on EPA's FIFRA Registration Requirements for 
Nalco's Unregistered Biocides 
Joan Harrigan-Farrelly to' Melba Morrow, Dennis Edwards, Tracy 01/25/2011 05:39 PM 

. Lantz 

"Karen M. Hansen" <:KHansen@bdlaw.com> 
Joan Harrigan-FarrellyIDC/USEPAlUS@EPA 
Steven Bradbury/DC/USEPAlUS@EPA, Philip Ross/DC/USEPAlUS@EPA, Rosemarie 
Kelley/DC/USEPAlUS@EPA, <:wilson.kimberly@epa.gov> 
01/20/2011 09:46 AM 
Ashland Inc. Comments on EPA's FIFRA Registration Requirements for Nalco's Unregistered 
Biocides 

Attached please find brief comments on behalf of Ashland Inc. regarding the FIFRA data requirements 
applicable to any pesticide registration application(s} that Nalco is or may be pursuing for its unregistered 
ammonium sulfate and urea products that were the subject of the December 16, 2010 letter from the 
Office of Pesticide Programs (OPP). In addition to asking that your office consider the points raised in 
these comments, Ashland also respectfully requests a meeting with the OPP team that is or will be 
working on Nalco's application(s}, at your earliest convenience, so that we may discuss certain scientific 
and technical issues associated with EPA's review of the chemistries associated with such products. 
Thank you in advance for your consideration of these comments and our meeting request. Please feel 
free to contact me with any questions and/or to schedule a time when Ashland and EPA can meet 

Best regards, 

Karen 

Karen M. Hansen 
Beveridge & Diamond, P.C. 
1350 I Street, NW 
Suite 700 
Washington, D.C. 20005 
(202) 789-6056 

@ID 
khansen@bdlaw.com 2011-01-20 KMH ToJ. Harrigan·Fallelly, EPA, ReAshland Response To OPP_s 2010·12·16 LeUer.POF 
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BEVERIDGE &, 
&DIAMOND~ 

Koren M. Hansen 
13501 Street, N.W. 

Suite 700 
Washington. D.C. 20005·3311 

Direct: (202) 789-6056 
Fax: (202) 789-6190 

khansen@bdlow.com 

Via Electr01ric Mail 

Joan Harrigan-Farrelly 
Director, Antimicrobials Division 
Office of Pesticide Programs 

January 20, 20 II 

U.S. Environmental Protection Agency 
2777 South Crystal Dr., One Potomac Yard 
Arlington, Virginia 22202 

Re: OPP's December 16,2010 Letter Regarding the FIFRA Registration 
Requirements Applicable to Nalco's Unregistered Ammonium and Urea Biocides 

Dear Ms. Harrigan-Farrelly: 

On behalf of Ashland, Inc. ("Ashland"), I am writing to follow-up on two specific aspects 
of the Office of Pesticide Programs' December-16, 2010 letter confirming that Nalco' s 
unregistered urea and ammonium sulfate products are biocides which need to be registered under 
FIFRA and that the continued distribution or sale of these unregistered urea and ammonium 
sulfate products constitutes a violation of FIFRA. In particular, Ashland seeks to ensure that 
EPA fully applies the relevant data requirements of FIFRA to both ofNalco' s unregistered 
biocides and does not limit the Agency's review or Nalco's data obligations to those items listed 
in the December 16,2010 letter. 

1. Nalco's Applications Must Satisfy All of EPA's Data Requirements 
Associated With Aquatic Non-Crop Biocides 

OPP's letter states that Nalco must submit "full application packages for new active 
ingredients" for both products, yet identifieS only ll types of data that must be submitted or 
addressed in each ofNalco's applications for registration.1 Ashland is concerned that the 

1 The data requirements identified by OPP in its December 16, 2010 letter are: (I) chemistly data on the active 
ingredient and proposed product; (2) six acute toxicity studies on the active ingredient and proposed product; (3) a 
90-day subchronic study; (4) a developmental toxicity study; (5) a two-generation reproductive study; (6) a 
mutagenicity batteJY (three studies); (7) a hydrolysis study; (8) an avian ora! LD 50 study; {9) a fish acute LC 50 

Woshlngton, D.C. Maryland New York Massachusetts New Jersey Texas California 
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Agency's listing of a subset of applicable data requirements not in any way limit Nalco's 
obligation to satisfy the full range of data requirements that apply to applications for new 
products containing ammonium sulfate or urea that produce two different biocides, chloramines 
and chlorourea, respectively. As you know, Nalco's proposed use of urea to produce a 
chlorourea biocide for use at pulp and paper mills is not addressed by any prior FIFRA 
registration and should be reviewed carefully consistent with EPA's regulations. 

In proposing its new data requirements for antimicrobial products in 2008, EPA stated 
that the Agency's FIFRA "data requirements illustrate the questions the registrant will need to 
answer about the safety of the pesticide product before the Agency can register it." 73 Fed. Reg. 
59382, 59386 (Oct. 8, 2008).2 The Agency's requirements for the registration of antimicrobial 
products provide that the "pulp and papermill systems" use pattern corresponds with the general 
use pattern for "aquatic noncrops." 40 C.F.R. Part 161, App. A(9). Accordingly, any Nalco 
application for a pulp and paper mill biocide product must at a minimum demonstrate 
satisfaction of each requirement identified by EPA at 40 C.P.R. Part 161 as '"Required" (and, as 
appropriate, "Conditionally Required") to support the registration of a new aquatic nonfood 
biocide. See, e.g., 40 C.F.R. § 152.90(a) (requiring follow-on applications to fulfill all of the 
data requirements applicable to a product and its use patterns as if it were "being proposed for 
registration under FlFRA Section 3(c)(5) for the first time.").3 

Ashland respectfully asks that you clarify that the scope of the requirements applicable to 
Nalco's products includes all data requirements associated with aquatic noncrop biocides, 
whether or not specifically highlighted by EPA' December 16, 2010 letter. 

2. EPA Must Evaluate the Full Non~ Target Exposure Profile ofChlorourea 

EPA's December 16letter indicates that Nalco must submit chemistry data and the six 
required acute toxicity studies using both the '"active ingredient" and the «proposed product." In 
the context ofNalco's ammonium sulfate product (Nalcon 60620), EPA's letter correctly 
identifies the in situ generated biocide that fonns upon reaction of that product with sodium 
hypochlorite as chloramine. However, the actual in situ generated biocide that is formed and 
may be released into the environment upon reaction of urea (such as Nalcon 60615) with 
hypochlorite is chlorourea. The December 16, 20 10 letter appears to confuse the two products as 

study; (I 0) an aquatic invertebrate LC 50 study; and (I I) residue studies to delennine chloramine levels that may 
occur in pulp and paperboard. 
2 In discussing the newly proposed antimicrobial requirements, EPA expressly advised potential applicants for new 
registrations ''to evaluate their products in light of the proposed requirements." 73 Fed. Reg. 59388. Accordingly, 
EPA should consider the implications of its proposed requirements on Nalco's applications. 
3 See also id at § 152.86(d)(ii) (requiring that applications be supported by the "types of data that EPA would 
require to be submitted if the application sought the initial registration under FIFRA section 3(c)(5) of a product 
with composition and intended uses identical or substantially similar to the applicant's product, under the data 
requirements in effect on the date EPA approves the applicant's present application"). 

2 
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involving similar chemistries rather than recognize them as distinct biocides warranting separate 
evaluation. 

In particular, OPP's December 16letter inaccurately states that the chlorourea generated 
upon reaction ofNalco's urea product with sodium hypochlorite "undergoes further chemical 
reaction to form chloramine." This is not technically accurate, as demonstrated in the record 
before EPA. Therefore, the test substance that Nalco must use for EPA's data requirements 
associated with environmental fate and toxicity to non-target organisms for Nalco's urea product 
is chlorourea, not chloramine. 

Requiring that Nalco submit data using chlorourea to evaluate all potential human and 
environmental exposure pathways associated with Nalcon 60615 is critical because EPA has 
never previously evaluated the possible effects of exposure to chlorourea in any context under 
FIFRA. In fact, chlorourea is not well-studied by any U.S. regulatory agency in terms of its most 
basic environmental fate and toxicity profile. EPA's 2002 Tolerance Reassessment Evaluation 
Decision ("TRED") for urea, which relied largely on publicly available literature and identified 
no risk concerns for urea within the limits ofEPA's existing tolerance exemptions, did not 
consider any risks associated with the generation of chlorourea. Therefore, the data in the TRED 
is insufficient to assess the risks associated with chlorourea. 

For this reason, EPA's evaluation of any Nalco application for a urea product with pulp 
and paper mill uses must include full consideration of data needs for assessment of human and 
other non-target organism impacts resulting fro_m potential exposure to chlorourea. Potential 
exposure pathways that must be considered, for example, include: 

• any residues of chlorourea in paper that may migrate into packaged food and thus 
require a formal food contact substance notification to the U.S. Food and Drug 
Administration ("FDA"); 

• any residues of chlorourea in mill effluent water that may migrate into drinking 
water and thus require a pesticide tolerance or tolerance exemption from EPA; 

• the persistence of chlorourea (and its transformation products) in the 
environment;4 

• potential impacts of chlorourea on non-target aquatic plants;5 

4 See, e.g., EPA Guideline No. 835.2120 (Hydrolysis). 

5 EPA's proposed antimicrobial data requirements make clear that testing on green algae is required even for 
products associated with low environmental exposure. 73 Fed. Reg. 59382, 59416 (Oct. 8, 2008). The results of 
this test can then be used by EPA to detennine whether other aquatic plant growth studies (including duckweed) 
may be required. 

3 
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• potential impacts of chlorourea on fish and aquatic invertebrates;6 

• potential impacts of chlorourea on microorganisms found in biological 
wastewater treatment systems; 7 and 

• mutagenicity potential and other genotoxic effects of chlorourea. 

FIFRA § 3(a) requires EPA to review pesticides for registration with sufficient 
information in order to prevent "unreasonable adverse effects on the environment." 
Accordingly, EPA's evaluation ofNalco's applications must include consideration of all 
potential exposure pathways for chloramines and chlorourea, in addition to the full set of data 
requirements associated with the Agency's assessments of pulp and paper mill biocides 
containing urea and ammonium sulfate. EPA should not approve any Nalco registrations for 
such products unless and until Nalco has addressed all applicable data requirements and the 
Agency possesses and has fully evaluated the information it needs to make the required 
determinations. 

Ashland respectfully requests a meeting in the near future with the OPP team that is or 
will be reviewing any registration applications by Nalco for its ammonium sulfate and/or urea 
products. Ashland remains concerned about the safety issues associated with these products 
since EPA has not reviewed these risks under FIFRA, and we would like to discuss with you the 
distinct chemistries involved with creating chloramines and chlorourea and the implications of 
this factual difference for the data that EPA should require ofNalco. We also respectfully 
request a written response to these comments so we may stay informed about further EPA data 
requirements applicable to Nalco's unregistered biocides. 

Thank you in advance for your attention to these comments and our request for a 
meeting. 

Sincerely, 

Karen M. Hansen 

6 See, e.g., EPA Guideline Nos. 850.1075 (Fish Acute LC 50) and 850.1010 (Aquatic Invertebrate LC 50). 

7 To address this concern, EPA has already proposed requiring an activated sludge respiration study (EPA 
Guideline No. 850.6500) for any product with proposed use in once-through industrial processes and water systems 
-the specific use pattern corresponding to Nalco's products. 73 Fed. Reg. at 59410. 

4 
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cc: S. Bradbury, Ph.D. (OPP) 
R. Kelly (OECA) 
P. Ross (OGC) 

5 
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UNITED STATES ENVIRONMENTAL PROTECTION AGENCY 
WASHINGTON, D.C. 20460 

WILLIAM S. UTLEY 
NALCO COMPANY 
1601 WEST DIEHL ROAD 
NAPERVILLE, IL 60563-1198 

January 14, 2011 

Report of Analysis for Compliance with PR Notice 86-5 

OFFICE OF 
PREVENTION, PESTICIDES AND 

TOXIC SUBSTANCES 

Thank you for your submittal of 13-JAN-11. Our staff has completed a preliminary 
analysis of the material. The results are provided as follows: 

Your submittal was found to be in full compliance with the standards for submission of 
data contained in PR Notice 86-5. A copy of your bibliography is enclosed, annotated with 
Master Record ID's (MRIDs) assigned to each document submitted. Please use these numbers in 
all future references to these documents. Thank you for your cooperation. If you have any 
questions concerning this data submission, please raise them with the cognizant Product 
Manager, to whom the data have been released. 
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STEPTOE &)OHI\!SON'"' 

WRITER'S DIRECT DIAL 
202.429.3095 

December 23, 20 I 0 

Document Processing Desk (APPL) 
Office of Pesticide Programs (7504P) 
U.S. EnVironmental Protection Agency 
One Potomac Yard 
2777 South Crystal Drive 
Arlington, VA 22202 

Attention; Veima Noble, PM 31 

ATTORNEYS AT LAW 

Subject: Nalco 60620, EPA File Symbol 1706--

483512-00 

!330 Connecricu! Avenue. NW 

Washington. DC 20036·1795 
Tef 202.4293000 

fax 202.429.3902 
srepcoe.com 

Application for Re-gistration of New Product (Secondary Registration) 

Dear Veima; 

On behalf of Nalco Company, enclosed please find an application for registration of Nalco 60620, an 
end-use product containing a new active ingredient, ammonium sulfate. The. proposed registration for 
Nalco60620 is for use in an in-situ generating system for use iri pulp and paper mills. 

Nalco 60620 is substantially similar to an existing registered product, Bus an 1215, EPA Reg. No. 1448-
433. That fact is·substantiated by statements made by Buckman, registrant of Busan 1215 (attached to 
this letter and available at EPA~HQ--OPP-2009-1005-0003 at electronic pages 4 and 7). Na!c6 ofnieves 
that the correct identification of the active ingredient is ammonium sulfate, which is what is t.sect to 
fonnulate this product. While ammonium sulfate (CAS RN 7783-20-2) does dissociate in aquaequs 
solution to a degree, the product does not fully dissociate to ammonium hydroxide (or aqua .:J.fTllTlonia) 
(CAS RN 1336-21-6), nor does it convert to ammonia (CAS RN 7664-41-?,EPA PC 5302), wr,i;:h is a 
gas. Regardless of whether the ammonium ion from ammonium sulfate is expected to stabilit.:e.cHorite 
from sodium hypochlorite and monochloroamine, the product for which this submission is made 
contains an aqueous solution of ammonium sulfate. As such, Nalco has identified ·the active ing~ient 
as ammonium sulfate and has developed this application on that basis. Should the Agency b~lieve 
otherwise, Nalco would be glad to dlscuss it further. Nalco has conducted the necessary test~ng w:th 
ammonium sulfate and/or referenced data on that compound. 

WASHINGTON ~ NEW YORK ~ CHICAGO ~ PHOENIX o lOS ANGELES • CENTURY CITY • lONDON • SR.USSElS o BEIJING 
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Velma Noble 
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Despite the identification of the active "ingredient as ammonium sulfate, Nalco is relying upon existing 
Agency decisions regarding this compound and its dissociation products, which have been used to 
support multiple !kcisions. In particular, see the tolerance reassessment for mineral acids and associated 
salts (EPA-HQ-OPP-2002-0162-170), RED and registration review decision docwnents on mineral 
acids, decisions regarding related compounds such as ammonium nitrate (inert ingredient for food use), 
and decisions regarding·ammonia and ammonium ion from similar compounds, determination by FDA 
that ammonium sulfate is a GRAS material when used as a direct food additive (see 21 CPR 184.1143). 

This is a PRIA action (Action Code A420). Documentation of prepayment of the PRIA fee is attached 
to this letter. 

Nalco Company is conducting a storage stability and corrosion characteristics study to address OPPTS 
guidelines 830.6317 and 830.6320. A final report will be submitted upon completion of the study. We 
request that submission of the final storage stability report when completed be a condition of 
registration. 

Enclosed with this application please find: 
1. EPA Form 8570-1, application form 
2. EPA Form 857Q-34, Certification with Respect to Citation of Data 
3. EPA Form.8570-35,Data matrix (Agency Use and Public File Copies) 
4. EPA Form 8750-4, Confidential Statement of Formula 
5. Five (5) copies of the proposed labeling 
6. Transmittal Document 
7. Three (3) copies of each submitted study 

Please contact me if you have any questions or require any additional information. 

Sincerely, 

U.,t.·~ tJ J_uli ~ann 
Paralegal Specialist 
jmann@steptoe.com 
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MRID 

---
Doc l 48340801 

Doc2 48340802 

Doc3 48340803 

. 
Doc4 48340804 

Doc 5 48340805 

Doc 6 48340806 

Doc7 48340807 

Doc8 48361201 

Doc9 48340809 

Doc 10 483.40810 

Doc 11 48340811 

TRANSMITTAL DOCUMENT 

Submitter 

Nalco Company 
1601 West Diehl Road 
Naperville, IL 60563 

New product registration ~\)\~ 

Transmittal Date 
December 23 2010 

b Su mit ted Studies 

Administrative Materials 

Mann, J. 2010. Nalco 60620: Product Identity and 
Composition (Group A). Report No. 60620-Group A. 20 
pages. Contains Confidential Business Information. 

Sinning, D. 2010. Ammonium Sulfate: Preliminary Analysis. 
Study No. 3430-09. 24 pages. 

Mann,J. 2010. Nalco·60620: Physical and Chemical Properties 
(Group B). 6 pages . 

Elliott, T. 2010.10694: Detennination of pH, Viscosity, and 
Density. ABC Study No. 65625. 28 pages. 

Brown, E. 2010. Nalco 60620: Acute Toxicity. Report N2010-
AT. Suages. 

Hasler, T. 2010. J06D4: Acute Toxicity to Water Fleas 
(Daphnia magna) Under Static Conditions. Study No. 
1151.000.110. 43 oa.e:es including 3a. 

Hasler, T. 2010. J06D4: Acute Toxicity to Bluegill Sunfish 
(Lepomis·macrochirus) Under Static Conditions. Report No. 
1IS:l.000.100. 45 pages includino 3a. 

Hasler, T. 2010. J06D4: Acute Toxicity to Rairibow Trout 
(Oncorhynchus mykiss) Under Static Conditions. Report No. 
1151.000.103. 45 oa.e:eS including 3a. 

Stafford,J ._2010. 10694: Acute Oral Toxicity Test (LD50) with 
Northern Bobwhite (Colinus virginianus). Study No. 
2009.4100.52 pages. 

Mann, J. 2010. Nalco 60620: Discussion of Applicator 
'Exposure Data Requirements. Report No. N2010-AE. 6 
pages. 

Hill, D. 2010. Nalco 60620 and Nalco 60615: Discussion of 
Residue lssues That May Occur in Pulp and PapennilL 
Report No. N2010-Res. 14 pages. Contains confidential 
business information. 
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Company Official 

Company Name: 

Company Contact: 

Mailing Address 

Phone Number: 

Steptoe & Johnson, LLP., Authorized Agent for Nalco Company 

Juli Mann 

1330 Connecticut Ave,, NW, Washington, D.C. 20036 

202-429-3095 
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PRECAUTIONARY STATEMENTS: HAZARDS TO 

HUMANS AND DOMESTIC ANIMALS 

CAUTION: May cause i>Til~tion to the eyes, ami skin. Do not 
get i11 eyes, on skin, or Oll clolhing. Do not lake inlernally. Use 
with adequate venlilation Rinse thoroughly wilh water after 
handling. Remove contaminalcd clothing and wash clolbing before 
reuse. Wear protecJivc eyew~ar (goggles, face shield or safety 
glasses), proleclivc clolhing and protective gloves (rubber, 
chemical rcsistanl) tvllcn handling. 

ENVIRONMENTAL HAZARDS 
This pesticide is toxic 10 fish and aquatic organisms. Do nol 
disclmrge effluenl conlaining this producl inlo lakes, slreams, ponds, 
estuaries, oceans, or other waters uuless in accordance wilh the 
requirements of a Nalional Pollulal!l Discharge Eliminalion System 
(Nl'DES) permit and lhe permilling aulhorlly has been nolificd in 
\Wiling prior to discharge. Do not discharge efOuent containing l!lis 
producl lo sewer syslcms tvilhoul previously nolifying lhe local 
sewage trcalmenl planl authority, For guidance, contacl your State 
Water Board or Rc"ional Office of Ute EPA 

STORAGE AND DISPOSAL 
PESTICIDE STORAGE: Do not COI!I~mirune walcr, food, or feed by slOmgc 
or disposal. Open dumping is prohibiled. 
PESTICIDE DISI'OSAL: Pesticide wastes are toxic. Improper dispos<~l of 
excess peSlicidc, spruy mixture, or rinsatc is a violation of l'ederol Law. If these 
wastcs ""'"'Ol be disposed of by use according to label inSlruClions comact your 
Sl:nc Pesticide or F..!lvironmelllal Conuol Agency, or !he H:>z:!fdou< W:~slc 
represenl:nive "llhc nc<~reSl EPA Rcgimml Office for guidoncc. 
/Container Ifaml/iug srnrements uot nJlllfiooPic to bufk couflJiuers} 
(lll<frncrious for refrl/abfe coutniners:) 
CONT,\INER HANDLING: Refillable COlllaincr. Re~Jl lhis conl~iuer wilh 
peSlicidc ouly. Do nO! reuse I his cmnain~r for any Olhcr purpose. Cleaning ll!e 
com:>iner Ueforc finol disposal is lhe responsibility of llle person disposing of 
lhe COlU<~iner. Cleaning before '"filling is ll!e responsibility of t!lC refiller. To 
clean ll!e comainer before final disposal, empty Ole remaining coulenls frnn,tllis 
conl:lin~r into applicatioll equipmelll or mix l:lnk. Fill the conlnincr <~bout 10 
percent full wilh w:uer. Agi101e vigorously or recirenl:ue watcr with lhe pun>p 
for 2 minures. Pm"· or lllllnp rinsme into <~pplicalion cquipmem or rinsule 
cnlleclion systcm Repeol tllis rinsing procedure lwo more limes. Then offer 
for recycli•~g. if available. or reconditioning. or puncture ;md dispose of in " 
s:mil:lfy landfill. or by Oll!er wncedure UJ!(lrovcd by slalc and local uml>orilies. 
(ln~tmct>'ons for U(JQ·rofil/abfe coutm'ncrs grenrer thaQ 5 gallous;} 
CONTAINER HANDLING: Non-refillable como;,.,,., Do um reuse or refill 
ll,;s com:~iner. Triple rin>c (or eqniv;>leul) container promptlY ufler C!O]rtying. 
Triple rinse as follows: Emply remainingconlculs inlO ·•ppliculim> equipme 11 1 or 
,, mix tank. Filllhe cnn10iner '!. full wilh warer. Replace :md lighlen closures. 
Ti]l conl"incr on it> side :md roll it b<~ck, ensuring ul least one complclc 
revolution. for 30 seconds. Sund lire conlaincr un its end uud lip it bock ;nld 
fonh scvcml linles. Turn lhe conl<~incr o•er oulo its mher cud :md lip ~ bock 
:md forti! scvcmllimes. Emply lhe rins<~le imo applic:uion equipflll!m or a nlix 
!Onk or store rins:>tc for l·•lcr use or dispos:>l. Rcpcullhis llfOccdnrc lwo 1nore 
limes. n>cn offer for recycling, if :!V:>ilable. or rc~oudilionillg, or P"'"''"'" uud 
dispose of in " sanitary londfill, nr by oli!Cr procedure :>ppro•C!I by sl:!le ;!!ld 
local umi!Ofitics. 

Revised: I2/23/2010 

NNALCO 

Nalco 60620 
A MICROORGANISM CONTROL CHEMICAL 

ACTIVE INGREDIENT: 
Ammonium Sulfalc.c 

INERT INGREDIENTS .... 
TOTAL.. 

............. 2.0.0%' 
.. ............ 80.0% 
.. ......... 100.0% 

EPA Reg. No. 1706-XXX 

EPA Est. No. 1706-JL-1 (BP} EPA Est. No. 1706-WA-1 (VW) 
EPA Est. No. 1706-PA-l (EL) EPA E.~t No. 1706-LA-2 (PL) 

Leucr in() lhat matches first lellcr in batch number idenlifics the 
cstnblisllmcn! number. 

• 

KEEP OUT OF REACH OF CH!illREN 

CAUTION 
FIRST AID 

JF IN EYES: Hold eyes open and rinse slowly aud gcnlly tvilh 
water for 15-20 minules. Remove conlacl lenses, if pres en I, after 
lite firsl 5 minu1cs, lhen colllinuc rinsing. Call a poison control 
center or doctor for lfealmcnt advice. 

IF SWALLOWED: Call a pnlson control cenlcr or dociOf 
immedialely for lreallnellt advice. Have person sip a glass of 
water if able lo swallow. Do not iuduce vomiting unless told by 
a poison conlrol center or doc1or. Do nol give anything to an 
unconscious person. 
JF ON SKIN: Take off conlaminatcd clolhing. Rinse skin 
immediately with plenly of waler for 15-20 minutes. Call a 
poison control center or doctor ror treatment advice. 
IF INHALED: Move person 10 fresh air. If person is not 
breathing, call 911 or nmbulances, then give artificial 
rcspiralion, preferably moulh-lo-moulh, if possible. Call a 
poison conlrol center or doctor for lreatmc!lt advice 

NOTE: Have lhc prodllCI conlaiuer or label wilh you when calling a 
poi sou conlrol ccnler or a doclor, or goiug for lreatmcttl. 

SEE LHT SIDE PANEL FOR ADl)JnONAL 
PRECAUTIONARY STATEMENTS. 

Nalco Company 
1601 Wesl Diehl Road 

Naperv1llc, JL 60563-1198 
EMERGENCY PHONE NO. (800) 424-9300 

This Product is Not Regulated During Transportation 

DIRECTIONS FOR USE 
ll is" viol:nion of Fcden>ll~,w 10 usc I his p1oduc1 in" '""""'" incon,islenl will> 
ils l:>bel'>ng. 

For ll>c comrol b:lcleriu, ulg<~e and fuugi. Nako 60620 is used in con,hmction 
wilh: I) sodium hypocl~orile (lypically 12:5'10) to produce stabilized chlorine us 
chloramine; and 2) the OxiPRO delivery sySlem :lS describe(! below. 
Nako 60620 :md lhe sodium l!ypnchlorilc are >uixcd in ;1 specially dcsig!lcd 
syslem tlt,!l produces ll!e st~bilized chloriuc solmion on sile. 'fhc OxiP!IO 
delivery sysl~m comrollcr ensures li!C amonmtic produClion of ll!e dilulc 
Slabilizcd chlorine solmio•l. controls li!C opli miz:uioll of 111e Ju-odUClion Jlfocess, 
and ensures adequate dosiug imo ll1c water system requiring lreulmeut The 
design, lremmeut, iuslaiiO!ion, calibrOlion, :md opemliou of ll>e feeding sy,,lcm 
in •lll>l:lnls shouhl be conduclcd only by uuthorizc and tr:1i""d perso'""'l. 

Usc ofll>i.l prodncl for any other pUrposes or contrmy 10 lire inslrucliO!ls below. 
or withollllhe supervision of authorized tr;>ined personnel is prol>ibiled. 
The stabilized cl~orine solution produced by tile delivery syslcm is immcdi<~< 
added 10 lhe process warers for wlrich !fealn"'m is required. 1l1e Sl<~biliz..., __ ,. 
chlorillc solution lll<lY be added to any poill! uf mrifona mixing. Addition nuy 
be cominuous or imenuillcnl depending on ll!e >evcrily of the conmnli!t,lliOn 
when treatment Sl:!fls, and on otl1er syswm OJ!emlion pur:nnelers. 

Note: Do nol usc oll!er feeding mode< 10 mix N;~lco 60620 and li!C sodium 
hypocl!lorire. Nou·uulhorized personnel arc prol,;bilcll from opemting or 
mherwise lmndling tl1e feeding system or ils cl!emicol ingrcdiclllS. 

PULP AND PAPERMILL WATER SYSTEMS 

A. SLUG FEED METHOD 
lnilii!l Dose: When the system is noticeably fouled. add appropriate :nnolllll of 
NALCO 60620 per 10.000 g<~llons of w01er in lhc sySlcm 10 obl:lin f1om I In 10 
ppm av:~iluble d1lorine. Repeal mrtil comrol is achieve1l. B:lllly fouled sySlem> 
must be cleaned bcfurc tre:mneut is begun. 

Subscql,cnl Dose: When n,;crobial control is e•idcnl, <~dd "l'propriole amount of 
NALCO 60620 per 10,000 g:~llons of wuwr in ll>c sysrem d:~ily. or"' needed 10 
m<~inmin cmrtrol :md keep lire cl~orine resillnal al 110 10 Pl'm. 

B. INTERMITTENT FEED METHOD 
lnilial Dose: When ll!e syslem is noliceabiY fouled, "d!i :lppropri:llc omou1!l 
NALCO 60620 10 obl:>in I to 10 ppmumil:~ble cl~oriue. Bu>IIY fouled sysh 
mnSl be cle•med before lrelllmcnl is ~egun. 

Subsequent Dose: Wl~eu microbial CO>rtrol is evidc~l. ~dd .• ,pproprh>IC ·,,moun! of 
NALCO 6062010 obtuin ;1 I- 10 l~'lllresidual. 

C. CONTINUOUS FEED METHOD 
lnilial Dose: WI!Cl! II!C system is nolice:~bly fouled. add ap1lr0priule ;nnm1ut of 
NALCO 60620 per 10,000 gallons in lhe system to obloiu Ito 10 PP'" :>voilable 
chlori1tc. B·•dly fouled sySlems ll)USI be cleaned before lreallllC!rt is begun. 

Subsequent Dose: Maiutain !his tre:~mentlc•el by Slurling" comiuuous feed of 
NALCO 60620 to nmim:~in a Ito 10 ppm rcsidu:!l. 

NET CONTENTS SHOWN ELSEWHGRE ON CONTAINER 
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UN!, .::o STATES ENVIRONMENTAL PROTEC110N AGENCY 
WASHINGTON, D.C. 20460 

WILLIAM S. UTLEY 
NALCO COMPANY 
I60 I WEST DIEHL ROAD 
NAPERVILLE, IL 60563-II98 

January I2, 20II 

Report of Analysis for Compliance with PR Notice 86-5 

OFFICE OF 
PREVENTION, PESTICIDES AND 

TOXIC SUBSTANCES 

Thank you for your submittal of23-DEC-10. Our staff has completed a preliminary 
analysis of the material. The results are provided as follows: 

Your data submittal was found to be partially in compliance with the standards for 
submission of data contained in PR Notice 86-5, with the exceptions noted below. A copy of 
your transmittal bibliography is enclosed, annotated with the Master Record !D's (MRIDs) 
assigned to each document accepted. Please use these numbers in all future references to these 
documents. 

If deficiencies were found which apply to individual accepted studies, they are listed 
below following the applicable MRID. Any document which has been assigned a MRID has 
been accepted under PR Notice 86-5. If any comments related to a MRID appear on this report, 
they are provided for your information and reference when preparing future submissions. Some 
individual documents were not acceptable, and all copies are being returned to you for correction 
for the reasons indicated below. 

These rejected studies have been assigned separate identification numbers which are 
annotated on both the enclosed bibliography and the rejected document labels. 

The rejected studies and their deficiencies are described below. 

Rejected Study [08]: 
* FIFRA Section 1 O(d)(l) only provides for confidentiality of information which: (A) 

discloses manufacturing or quality control processes, (B) discloses the details of any methods for 
testing, detecting, or measuring the quantity of any deliberately added inert ingredient of a 
pesticide, or (C) discloses the identity or percentage quantity of any deliberately added inert 
ingredient of a pesticide ... Since your claim covers information entirely outsidethis narrow range 
of subject matter, it cannot be accepted. _""""' .J 

\,~•··~v; 

p.w~ '!'!'~<;{ !100 __/ £ u N 
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UN11 ED STATES ENVIRONMENTAL PROTECTION AGENCY 
WASHINGTON, D.C. 20460 

January 5, 2011 

PLEASE RETURN A COPY OF THlS LETTER WITH PAYMENT 
Or Pay On-Line at www.Pay.Gov (See Below for Details) 

OPP Decision Number: D-443828 
EPA File Symbol or Registration Number: 1706-EUN 
Product Name: NALCO 60620 
EPA Receipt Date: 23-Dec-20 10 
EPA Company Number: 1706 
Company Name: NALCO COMPANY 

WILLIAM S. UTLEY 
NALCO COMPANY 
1601 WEST DIEHL ROAD 
NAPERVILLE, !L 60563-1198 

OFFICE OF 
PREVENTION, PESTICIDES AND 

TOXIC SUBSTANCES 

SUBJECT: Receipt of Registration Application Subject to Registration Service Fee 

Dear Registrant: 

The Office of Pesticide Programs has received your application for registration. If you 
submitted data with this application, the results of the PRN-86-5 screen will be communicated 
separately. During the administrative screen, the Office of Pesticide Programs has determined 
that this Action is subject to a Pesticide Registration Service Fee as defined in the Pesticide 
Registration Improvement Act. 

The Action has been identified as Action Code: A380 

NEW AI;FOOD USE; WITH EXEMPTION;NO FEE: LINKED TO A PRIA APPLICATION; 

Please remit payment in the amount of: $46,305 ($104,187 fee minus $57,882 previously paid) 
to: 

By USPS: 
USEPA Washington Finance Center 
Pesticide Registration Service Fee 
PO Box 979074 
St. Louis, MO 63197-9000 
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A PRIA decision time review period will not start until a fee waiver is granted and/or the 
Agency receives certification that the outstanding fee has been paid. If the Agency does not 
receive certification of payment for this action or a fee waiver request within the next 30 days, 
the Agency will presume that you no longer want to pursue this action. The Agency will then 
reject your application and issue an invoice for any applicable outstanding fees. 

If you have any questions, please contact the Pesticide Registration Service Fee 
Ombudsman at (703) 308-6427. 

Sincerely, ~ 

fi~l)/7w~ 
Front End Processing Staff 
Information Technology & Resources Management Division 
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BUCKMAN LABORATORIES, INC'S REPLY TO NALCO COMPANY'S DEC. 4, 2007 

REQUEST THAT EPA RECONSIDER ITS REGISTRATION FOR AMMONIA 

PRODUCTS AS PRECURSORS TO CHLORAMINE USED IN WATER TREATMENT 

AND 

BUCKMAN LABORATORIES, INC.'S REQUEST THAT EPA IMMEDIATELY 

PROHIBIT FURTHER DISTRIBUTION AND SALE OF UNREGISTERED AMMONIA 

FOR WATER TREATMENT 

Michael Boucher 

MCKENNA LONG & ALDRIDGE LLP 

!900 K Street, NW 
Washington, D.C. 20006 
(202) 496-7729 

Counsel to 

Buckman Laboratories, Inc. 

September 2, 2008 
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I. Overview 

Nalco Company's (hereinafter, "Nalco's") December 4, 2007 "Request That EPA 

Reconsider Its Registration for Ammonia Products as Precursors to Chloramine Used in Water 

Treatment and Provide Assurance That There Is No Risk of Enforcement during the 

Reconsideration and Any Necessary Transition Period" (hereinafter, "Na1co's Petition") is a 

tirade against EPA's registrations ofBCMW (EPA Reg. No. 1448-432) and Busan 1215 (EPA 

Reg. No. 1448-433), Buckman Laboratories, Inc.'s (hereinafter, ''Buckman's") manufacturing-

use and end-use ammonia products, respectively. The violence ofNalco's protest tacitly 

acknowledges Nalco's need to register its own current end-use ammonia product, Nalcon 60620, 

because Nalcon 60620 and Busan 1215 essentially have the same composition, are used by the 

same industrial users in the same manner for water disinfection, and are considered 

interchangeable products in the marketplace. Nalco's Petition ignores the unknown and 

potentially unreasonable risks presented by the ongoing use of unregistered ammonia to produce 

monochloramine (hereinafter, "MCA"), including human health risks from unapproved residues 

ofMCA in paper used for food packaging and toxicity to aquatic organisms from MCA residues 

in industrial waste water. 1 Not surprisingly, Nalco also ignores the significant and ongoing 

damage being done unfairly to the commercial value of Buckman's ammonia registrations- and 

to Buckman's ability to recoup its investment in such registrations- by Nalco's ongoing sale of 

unregistered ammonia with EPA's "temporary" permission, which has lengthened to seven 

months with no end in sight. 

1 Coincidentally, we have obtained a pre-publication Federal Register notice, attached hereto as Exhibit "A," which 
reports that Zentox Corporation has petitioned the Food and Drug Administration to use MCA as a food additive, 
specifically, "as an antimicrobial agent in poultry process chiller water" (emphasis added), even though EPA has not 
registered MCA or ammonia for any such use. This food additive petition underscores the urgent need for EPA to 
publicly affi1m its jurisdiction over MCA - specifically, to prohibit the further distribution and sale of unregistered 
ammonia for any water treatment use, including poultry processing. 

-I-
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To justify the status quo, Nalco offers a series of increasingly erratic and unfocused 

arguments. Initially, Nalco alleges that ammonia cannot be registered, because it is not an active 

ingredient (Nalco's Petition at 6-7), but later flip-flops and acknowledges that, in fact, EPA can 

register a precursor of an active ingredient, where registration of the active ingredient itself is not 

practical (Nalco' s Petition at 9) - exactly as EPA has done with BCMW and Bus an 1215, 

because the registration ofMCA itself for water treatment is impractical. Then, Nalco agrees 

that combining ammonia and sodium hypochlorite produces MCA (Nalco's Petition at 4), in a 

chemical reaction known since the early 1900s, but alleges that MCA is not an active ingredient 

that is separate from "chlorine" (hypochlorous acid) (Nalco's Petition at 8-9, 11), even though 

the production ofMCA is a reaction that is not considered reversible (i.e., once formed, MCA 

does not readily break down into, or otherwise produce, ammonia and hypochlorous 

acid/hypochlorite ions), and despite that EPA and industry recognize MCA as a distinct active 

ingredient with valuable properties that are different from those of hypochlorous acid. Nalco 

also plays variations on the foregoing theme, specifically, that ammonia "sequesters" and 

releases "chlorine" by a novel chemical process that Nalco never explains (Nalco's Petition at 4, 

6-7, 11-12), and that ammonia is only an adjuvant used with "chlorine" and, thus, requires no 

registration (Nalco's Petition at 15), even though ammonia reacts completely with sodium 

hypochlorite to form a new active ingredient, MCA, and, thus, does not hold or release 

hypochlorous acid and does not resemble any adjuvant. 

For the foregoing reasons, as articulated and explained in this petition, we respectfully 

request pursuant to section 553(e) of the Administrative Procedures Act (5 U.S. C. § 553(e)) that 

EPA deny Nalco's Petition and immediately prohibit further distribution and sale of unregistered 

ammonia for water treatment. Nalco has asked for time to register ammonia but neither needs 

-2-



318

nor deserves any additional time. Nalco has had notice ofEPA's policy on the registration of 

ammonia for water treatment since the Agency's registration of Buckman's ammonia products 

on March 6, 2007. Since then- a period of 18 months- Nalco has found ample time to make 

two lengthy and duplicative submissions and one responsive submission to EPA in order to 

subvert the Agency's registration ofBuckman's ammonia products. Neither ofNalco's original 

filings ever had a likelihood, much less a certainty, of persuading EPA to revoke its considered 

registrations of ammonia, which Nalco knew at the time of its filings. Indeed, as recently as 

July 15,2008, the Agency amended Buckman's registration ofBusan 1215 to add a new use 

(industrial water systems), which suggests no intent by EPA to grant either ofNalco's original 

requests to revoke Buckman's ammonia registrations. Accordingly, in addition to filing petitions 

with EPA, Nalco also should have filed or, at a minimum, prepared itself fully to file an 

application to register ammonia sometime during the past 18 months. If, as it appears, Nalco has 

chosen instead to focus wholly on a speculative petition effort intended to manipulate EPA into 

allowing Nalco to remain on the market without an ammonia registration and, thereby, to 

continue to compete with Buckman unfairly and, specifically, to erode its customer base, the 

Agency should not now reward Nalco for its gamesmanship with any additional time to register 

ammonia. 

In preparing this petition on behalf of Buckman, we consulted with scientists and 

regulatory consultants at Technology Sciences Group Inc., namely, Dr. Robert Stewart, Vice 

President and Managing Director, and Dr. David Brookman, Director ofEnvironmental 

Chemistry. Drs. Stewart and Brookman have reviewed and concur in our technical 

representations in this petition. 

-3-



319

II. Both Nalco and Buckman sell ammonia for use in proprietary systems in which 
ammonia and sodium hypochlorite react to form MCA, which is the active 
ingredient supplied by each svstem for water treatment. 

Use of either Nalco's or Buckman's end~ use ammonia product, as labeled, generates the 

same main active ingredient, MCA (monochloramine), which is formed by a chemical reaction 

that occurs at the time of use. The general reaction is as follows: 

Figure I 

base 
HOCI/OCr + 

Hypoclorous acid/ Ammonia/ Monoch!oramine 
hypochlorite ion ammonium ion 

Dichloramine Nitrogen 
trichloride 

The reaction is normally terminated at the stage where MCA is formed, but dichloramine and 

nitrogen trichloride also may occur. 

The nominal active ingredient in Nalco 's end-use ammonia product (Nalcon 60620) is 

"ammonium sulfate" and in Buckman's end-use ammonia product (Busan 1215) is "ammonia 

(total)," which derives from an aqueous mixture of ammonia and ammonium sulfate. Therefore, 

both products provide ammonia or ammonium ions in the reaction shown in Figure 1 above, and 

both lead to the in~situ generation of one or more chloramines. 

According to its label, attached hereto as Exhibit "B," Nalcon 60620 is an unregistered 

formulation consisting of20% ammonium sulfate and 80% "constituents ineffective as spray 

adjuvants," presumably water. Nalco sells Nalcon 60620 as part of its "OxiPRO™ Deposit 

Control Technology" and, specifically, for use in Nalco's "OxiPRO Feed System," which is 

illustrated and described in a Nalco proposal and a Nalco slide presentation attached hereto as 

Exhibits "C" and "D," respectively. Nalco's label for Nalcon 60620 and Nalco' s materials on 

the OxiPRO Feed System describe a process in which a Nalco technician adds Nalcon 60620 to 

-4-
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Doc 1 

Doc 2 

Doc3 

. 
Doc4 

. 

DocS 

Doc6 

Doc7 

Doc 8 

Doc9 

Doc 10 

Doc 11 

lANSMITTAL DOCUMK f 

Submitter 

Nalco Company 
1601 West Diehl Road 
Naperville, IL 60563 

Regulatory action in support of which this package is submitted 
Nalco 60620, EPA Registration No. 1706-

MRID 

48340801 

48340802 

48340803 

48340804 

48340805 

48340806 

48340807 

~ q'6-,Sl7-0\ 
48340809 

48340810 

48340811 

New product registration 

Transmittal Date 
December 23 2010 

Submitted Studies 

Administrative Materials 

Mann,J. 2010. Nalco 60620: Product Identity and 
Composition (Group A). Report No. 60620-Group A. 
pages. Contains Confidential Business Information. 

20 

Sinning, D. 2010. Ammonium Sulfate: Preliminary Analysis. 
Study No. 3430-09. 24 pages. 

Mann, J. 2010. Nalco 60620: Physical and Chemical Properties 
(Group B). 6 pages . 

Elliott, T. 2010. J0694: Determination of pH, Viscosity, and 
Density. ABC Study No. 65625. 28 pages. 

Brown, E. 2010. Nalco 60620: Acute Toxicity. Report N2010-
AT. 5 pages. 

Hasler, T. 2010. J06D4: Acute Toxicity to Water Fleas 
(Daphnia magna) Under Static Conditions. Study No. 
1151.000.110. 43_llages including 3a. 

Hasler, T. 2010. J06D4: Acute Toxicity to Bluegill Sunfish 
(Lepomis macrochirus) Under Static Conditions. Report No. 
1151.000.100. 45 pages including 3a. 

Hasler, T. 2010. J06D4: Acute Toxicity to Rainbow Trout 
(Oncorhynchus mykiss) Under Static Conditions. Report No. 
1151.000.103.45 pages including 3a. 

Stafford, J. 2010.10694: Acute Oral Toxicity Test (LD50) with 
Northern Bobwhite (Colinus virginianus). Study No. 
2009.4100. 52 pages. 

Mann, J. 2010. Nalco 60620: Discussion of Applicator 
Exposure Data Requirements. Report No. N2010-AE. 6 
pages. 

Hill, D. 2010. Nalco 60620 and Nalco 60615: Discussion of 
Residue Issues That May Occur in Pulp and Papermill. 
Report No. N2010-Res. 14 pages. Contains confidential 
business information. 

. 
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Company Official 

Company Name: 

Company Contact: 

Mailing Address 

Phone Number: 

Steptoe & Johnson, LLP., Authorized Agent for Nalco Company 

Juli Mann 

1330 Connecticut Ave., NW, Washington, D.C. 20036 

202-429-3095 
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:)TEPTO E &)0 H N SON"' 

WRITER'S DIRECT DIAL 

202.429.3095 

December 23, 2010 

Document Processing Desk (APPL) 
Office of Pesticide Programs (7504P) 
U.S. Environmental Protection Agency 
One Potomac Yard 
2777 South Crystal Drive 
Arlington, VA 22202 

Attention: Veima Noble, PM 31 

ATTORNEYS AT LAW 

Nalco 60620, EPA File Symboll706--

!330 Connecticut Avenue, NW 

Washington. DC 20036-1795 
Te1202.429JOOO 
Fax 202.429.3902 

steptae.com 

Application for Registration of New Product tS-~condary Registration) 

Dear Veirnct: 

On behalf uf Nalco Company, enclosed please find an application for registration of Nalco 60620, an 
end-use product containing a new active ingredient, ammonium sulfate. The proposed registration for 
Nalco 60620 is for use in an in-situ generating system for use in pulp and paper mills. 

Nalco 60620 is substantially similar to an existing registered product, Busan 1215, EPA Reg. No. 1448-
433. That fact is substantiated by statements made by Buckman, registrant of Busan 1215 (p.ttac}1ed to 
this letter and available at EPA-HQ-OPP-2009-1005-0003 at electronic pages 4 and 7). Nai:C'O believes 
that the correct identification of the active ingredient is ammonium sulfate, which is what is:u~eJ. r.o 
formulate this product. While ammonium sulfate (CAS RN 7783-20-2) does dissociate in aquae"ous , , ~, ~, 
solution to a degree, the product does not fully dissociate to ammonium hydroxide (or aqua i!J11~10nia) ; ' ' 
(CAS RN 1336-21-6), nor does it convert to ammonia (CAS RN 7664-41-7, EPA PC 5302); wrdch is a";'': 
gas. Regardless of whether the ammonium ion from ammonium sulfate is expected to stabi[jte,dUorite • • 
from sodium hypochlorite and monochloroamine, the product for which this submission is mad~" ' ::::: 
contains an aqueous solution of ammonium sulfate. As such, Nalco has identified the active, ingredient 
as ammonium sulfate and has developed this application on that basis. Should the Agency teHe~e 
otherwise, Nalco would be glad to discuss it further. Nalco has conducted the necessary testi~g:~ith 
ammonium sulfate and! or referenced data on that compound. 

WASHINGTON • NEW YORK • CHICAGO • PHOENIX • LOS ANGELES • CENTURY CITY • LONDON • BRUSSElS • BEIJING 
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Velma Noble 
December 23, 2010 
Page 2 

Despite the identification of the active ingredient as ammonium sulfate, Nalco is relying upon existing 
Agency decisions regarding this compound and its dissociation products, which have been used to 
support multiple decisions. In particular, see 

This is a PRIA action (Action Code A420). Documentation of prepayment of the PRIA fee is attached 
to this letter. 

Nalco Company is conducting a storage stability and corrosion characteristics study to address OPPTS 
guidelines 830.6317 and 830.6320. A final report will be submitted upon completion of the study. We 
request that submission of the final storage stability report when completed be a condition of 
registration. 

Enclosed with this application please find: 
1. EPA Form 8570-1, application form 
2. EPA Form 8570-34, Certification with Respect to Citation of Data 
3. EPA Form 8570~35, Data matrix (Agency Use and Public File Copies) 
4. EPA Form 8750A, Confidential Statement of Formula 
5. Five (5) copies of the proposed labeling 
6. Transmittal Document 
7. Three (3) copies of each submitted study 

Please contact me if you have any questions or require any additional information. 

Sincerely, 

W:~a~ 
Paralegal Specialist 
jmann @steptoe.com 
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Doc 1 

Doc2 

Doc3 

. 
Doc4 

Doc 5 

Doc6 

Doc7 

Doc8 

Doc9 

Doc IO 

Doc 11 

TRANSMITTAL DOCUMENT 

Submitter 

Nalco Company 
1601 West Diehl Road 
Naperville, IL 60563 

Regulatory action in support of which this package is submitted 
Nalco 60620, EPA Registration No. 1706-

MRID 

48340801 

48340802 

48340803 

48340804 

48340805 

48340808 

48340807 

48351201 

48340809 

48340810 

48340811 

New product registration 

Trall§lllittal Date 
December 23 2010 

Submitted Studies 

Administrative Materials 

Mann, J. 2010. Nalco 60620: Product Identity and 
Composition (Group A). Report No. 60620-Group A. 20 

_pages_. Contains Confidential Business Information. 

Sinning, D. 2010. Ammonium Sulfate: Preliminary Analysis. 
Study No. 3430-09. 24 pages. 

Mann, J. 2010. Nalco·60620: Physical and Chemical Properties 
(Group B). 6 pages . 

Elliott, T. 2010. 10694: Determination of pH, Viscosity, and 
DensitY. ABC StudxNo. 65625. 28 pages. 

Brown, E. 2010. Nalco 60620: Acute Toxicity. Report N201Q.. 
AT. 5 pages. 

Hasler, T. 2010. J06D4: Acute Toxicity to Water F1eas 
(Daphnia magna) Under Static Conditions. Study No. 
1151.000.110. 43 pages including 3a. 

Hasler, T. 2010. J06D4: Acute Toxicity to Bluegill Sunfish 
(Lepomis macrochirus) Under Static Conditions. Report No. 
llS:l.OOO.lOO. 45 pages includino 3a. 

Hasler, T. 2010. J06D4: Acute Toxicity to Rainbow Trout 
(Oncorhynchus mykiss) Under Static Conditions. Report No. 
1151.000.103. 45 pageS inch.1ding 3a. 

Stafford, J. 2010. 10694: Acute Oral Toxicity Test (LD50) with 
Northern Bobwhite (Colinus virginianus). Study No. 
2009.4100.52 pages. 

Mann, J. 2010. Nalco 60620: Discussion of Applicator 
Exposure Data Requirements. Report No. N20 10-AE. 6 
pages. 

Hill, D. 2010. Nalco 60620 and.Nalco 60615: Discussion of 
Residue Issues That May Occur in Pulp and Papermiii. 
Report No. N20IO·Res. 14 pages. Conlains confidential 
business infonnation. 
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Company Official 

Company Name: 

Company Contact: 

Mailing Address 

Phone Number: 

Steptoe & J o1m son, LLP., Authorized Agent for Nalco Company 

Juli Mann 

1330 Connecticut Ave,, NW, Washington, D.C. 20036 

202-429-3095 



326

F A orm '\pprove d OMB N 2070 0060 o. 

/"'""" UNITED STATES ENVIRONMENTAL PROTECTION AGENCY ..... \= l 401 M STREET, S.W. 
,._,"/ WASHINGTON, D.C. 20460 

Paperwork Reduction Act Notice: The public reporting burden for this collection of infonnation is estimated to average 1.25 hours per response for 
registration and 0.25 hours per response for reregistration and special review activities, including time for reading the instructions and completing the 
necessary forms. Send comments regarding burden estimate or any other aspect of this collection ot information, including suggestions for reducing the 
burden to: Director, OPPE Information Management Division (2137), U.S. Environmental Protection Agency, 401 M Street, S.W., Washington, DC 
20460. 
Do not send the completed form to this address. 

Certification with Respect to Citation of Data 

Applicant's/Registrant's Name, Address, and Telephone Number EPA Registration Number/File Symbol 
Nalco Company 

EVN 1601 West. Diehl Road 1706-
Naperville, IL 60563 
Tel: 630-305-1455 

Active Jngredient(~)1~nd/or representative test compound(s) 
Ammonium sultate PC 560 ti 

. 
Date 
December 23 2010 

General Use Pattem(s) (list all those claimed for this product using 40 CFR Part 158) Product Name 
Indoor nonfood Nalco 60620 

NOTE: If your product is a 100% repackaging of another purchased EPA-registered product labeled for all the same uses on your label, you do not need 
to submit this form. You must submit the Formulators Exemotion Statement (EPA Form 8570-27) 

D I am responding to a Data-Call-In Notice, and have included with this form a fist ot companies sent offers of compensation (the Data Matrix form 
should be used tor this purpose). 

SECTION J: METHOD OF DATA SUPPORT (Check one method only) 

D I am using the cite-all method of support, and have included with [_:] Jam using the selective method of support (or cite-all option 
this form a list of companies sent offers ot compensation (the Data under the selective method), and have included with this form 
Matrix form should be used for this purpose) a completed~~~~ of data requirements (the Data Matrix form 

must be used . 

SECTION!!: GENERAL OFFER TO PAY 

[Required if using the cite-all method, or when using the cite-all option under the selective method to satisfy one or more data requirements] 

[_:] J hereby offer and agree to pay compensation, to other persons, with regard to the approval of this application, to the extent required by FIFRA 

SECTION!!!: CERTIFICATION 

I certify that this application tor reg'1stration, this form for reregistration or this Data-Call-In response is supported by all data submitted or cited in 
the application for registration, the form for reregistration, or the Data-Call-In response. In addition, if the c~e-all option or cite-all option under the 
selective method is indicated in Section I, this application is supported by all data in the Agency's tiles that (I} concern the properties or effects of this 
product or an identical or substantially similar product, or one or more of the ingredients in this product; and (2) is a type of data that would be required to 
be submitted under the data requirements In effect on the date of approval of this application if the application sought the initial registration of a product of 
identical or similar composition and uses. 

I certify that tor each exclusive use study cited in support of this registration or reregistration, that I am the original data submitter or that I have 
obtained the written permission of the original data submitted to cite that study. 

I certify that for each study cited in support of this registration or reregistration that is not an exclusive use study, either: (a) J am the original data 
submitter; (b) I have obtained the permission of the original data submitter to use the study in support ot this application; (c) all periods of eligibility for 
compensation have expired for the study; (d) the study is in the public literature; or (e) I have notified in writing the company that submitted the study and 
have offered (i) to pay compensation to the extent required by sections 3(c)(1 )(F) and/or 3(c)(2}(8) of FIFRA; and (ii) to commence negotiations to 
determine the amount and terms of compensation, if any, to be paid for the use of the study. 

I certify that in all instances where an offer ot compensation is required, copies of all offers to pay compensation and evidence of their delivery in 
accordance with sections 3(c)(1)(F) and/or 3(c)(21(B) of FIFRA are available and will be submitted to the Agency upon request Should I fail to produce 
such evidence to the Agency upon request. I understand that the Agency may initiate action to deny, cancel or suspend the registration of my product Jn 
cortormity w'rth FIFAA. 

J certify that the statements I have made on thls form and all attachments to it are true, accurate, and complete. I acknowledge that any 
knowingly false or misleading statement may be punishable by fino or Imprisonment of both under appllcable law. 

Signatur~ : 

9
, Date Typed or Printed Name and Title 

;,..{ ... L:.. ..;.' 12123/2010 Linda J. Fane ,.. 
Staff Product Chemist 

. . EPA Form 8570 34 (9 97) Electromc and Paper vers10ns available. Subnnt only Paper vei'Sion . 
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'--' Form Approved OMB No. 2070-0060 
UNITED STATES ENVIRONMENTAL PROTECTION AGENCY 

401 M Street, S,W_ 
WASHINGTON, D.C. 20460 

Paperwork Reduction Act Notice: The public reporting burden for this collection of information is estimated to average 0.25 hours per response for registration activities and 0.25 _ 
hours per response for reregistration and special review activities, including time for reading the instruction and completing the necessary forms. Send comments regarding the 
burden estimate or any other aspect of this collection of information, including suggestions for reducing the burden to: Director, OPPE Information Management Division (2137), 
U.S. Environmental Protection Aaency, 401 M Street, S.W., Washington DC 20460. Do not send the form to this address. 

Date: December 23,2010 

Applicant's/Registrant's Name and Address: 

Ingredient: Ammonium sulfate (PC 5601) 

Uc 
OPP' ; 830. 

l()pjY 
OPP' 

,. 

16wrs~7o 
OPPTS ~170( 

I ol'.PT:' iiiliTlso 
IOPPTs s3o.T80o 

1 of 
n of 

l llmi<.< 

OPP'f' 830.6302'--------B' Colm 

OPP'TS 830:6303 ~I ""'' 

Nalco Company 
160 I West Diehl Road 
Naoerville, IL 60563 

v and ; 

; . 

I method 

~ ~yto nocmal ond 

oH 

1 . i 
; 

· v of liquid; 

'point 
i ~ ooint 

Slgnotuce/?-Lda 9, fM<_e_//1A... 

DATA MATRIX 

EPA Reg ~~~rle Symbol 
1706- ~E:i. 
Product: Nalco 60620 

,. 

~o'ID ~o· 1 Nalcc 

Ofo'f : ~::~: 
' lYO I Nalcc 

3~ :~::~~ 
3'/08<'3 I Nakc 

L ' r~o }63 I Nalco 
- I Nalcc 

I OXC Nalco · 
•·1 4 Nako 

Nalco' 

Name and Title 
Linda J. Fane 
Staff Product Chemist 

EPA Form 8570-35 (9-97) Electromc and Paper versmns ava1lable. Submit only Paper versmn. 

Status 

I Own 
)wn 

Own 
Own 
Own 

I G;;;n 
Own 

I Own 
Ow• 
lwn 
lwn 
lwn 
l;;;n 

Own 
Own 

I o;;n 
Own 

I Own 
Own 
Own 
)wn 
)wn 

~Page I of6 

Note 

I See Doe. 

I See Doe. 
I See Doe. 

I See Doc. I 
I See Doe. I 

'3 
I See Doc. 3 
I See Doc. 3 
I See Doe.3 

. 3 

.1 

See Doc. 3 
.3 
,3 

I See Doe. 3 
.3 

I See Doe.4 
I See Doe. 3 

.4 
I See Dod 

Date 

Dec. 23, 2010 
Ar<enr-v rntprm•l Tko C'nrm 
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Form Approved OMB No. 2070-0060 
UNITED STATES ENVIRONMENTAL PROTECTION AGENCY 

401 M Street, S.W. 
WASHINGTON, D.C. 20460 

Paperwork Reduction Act Notice: The public reporting burden for this collection of information is estimated to average 0.25 hours per response for registration activities and 0.25 . 
hours per response for reregistration and special review activities, including time for reading the instruction and completing the necessary forms. Send comments regarding the 
burden estimate or any other aspect of this collection of information, including suggestions for reducing the burden to: Director, OPPE Information Management Division (2137), 
U.S. Environmental Protection Acrency, 401 M Street, S.W., Washington DC 20460. Do not send the form to this address. 

DATA MATRIX 

Date: December 23,2010 EPA Reg No.I Ftle Symbol lPage2of6 
1706-

Applicant's/Registrant's Name and Address: Nalco Company Product: Nalco 60620 
1601 West Diehl Road 
Naperville, IL 60563 

Ingredient: Ammonium sulfate (PC 5601) 

Guideline Reference Number Guideline Study Name MRIDNumber Submitter Status Note 

OPPTS 830.7300 Density/relative density/bulk density q RJ'< O~D Nalco Company Own See Doc. 4 
OPPTS 830.7370 Dissociation constant '\ g :'>'i03d3 Nalco Company Own See Doc. 3 
OPPTS 830.7520 Particle size, fiber length, and diameter distribution 1<34 OM.'l NalcoCompany Own See Doc. 3 
OPPTS 830.7550 Octanol water ~rtition I~M O~o'< Nalco Comoany Own See Doc. 3 
OPPTS 830.7840 Water solubility 8:\iD8D3 Nalco Company Own See Doc. 3 
OPPTS 830.7950 Vapor pressure 31.\0SDS Nalco Company Own See Doc. 3 
OPPTS 870.1100 Acute oral toxicity . 0~05 Nalco Com Jany Own, Pub See Doc. 5 
OPPTS 870.1200 Acute dermal toxicity " 3'-i0($'1)5 Nalco Company Own, Pub See Doc. 5 
OPPTS 870.1300 Acute inhalation toxicity < 3'iD5oS Nalco Compa!!y Own, Pub See Doc. 5 
OPPTS 870.2400 Acute eye irritation ~ '<h0&:6" Nalco Company Own, Pob See Doc. 5 
OPPTS 870.2500 Acute dermal irritation «~Z><;o~as Nalco Company Own, Pub See Doc. 5 
OPPTS 870.2600 Skin sensitization ~ ~3qo-ws Nalco Company Own, Pub See Doc. 5 

GENERIC DATA 
OPPTS 830.1550 Product identity and composition Cite all Pay, Pub, 

Old 
OPPTS 830.1600 Description of starting materials Cite all Pay, Pub, 

Old 
OPPTS 830.1620 Description of manufacturing method Cite all Pay,Pub, 

Old 
OPPTS 830.1670 Discussion of formation of impurities Cite all Pay, Pub, 

Old 

s;gnntoce;;:, 9 Name and Title Date 

.,..o(t( . I~/ h.. Linda J. Fane 
Staff Product Chemist Dec. 23,2010 

EPA Fo1 m 8570-35 (9-97) Elect1omc and Paper ve1S1ons avmlable. Sobmlt only Paper vers10n. AU"Pnl'"l' Tntprn<>l 11"'" l'.r. ... , 
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Form Approved OMB No. 2070-0060 
UNITED STATES ENVIRONMENTAL PROTECTION AGENCY 

401 M Street, S.W. 
WASHINGTON, D.C. 20460 

Paperwork Reduction Act Notice: The public reporting burden for this collection of information is estimated to average 0.25 hours per response for registration activities and 0.25 
hours per response for reregistration and special review activities, including time for reading the instruction and completing the necessary forms. Send comments regarding the 

~ 

burden estimate or any other aspect of this collection of information, including suggestions for reducing the burden to: Director, OPPE Information Management Division (2137), 
U.S. Environmental Protection Aoencv, 401 M Street, S.W., Washington DC 20460. Do not send the form to this address. 

DATA MATRIX 

Date: December 23, 2010 EPA Reg No./ File Symbol I Page 3 of6 
1706-

Applicant's/Registrant's Name and Address: Nalco Company Product: Nalco 60620 
1601 West Diehl Road 
Naoerville, IL 60563 

Ingredient: Ammonium sulfate (PC 5601) 

Guideline Reference Number Guideline Study Name MRID Number Submitter Status Note 

OPPTS 830.1700 Preliminary analysis Cite all Pay, Pub, 
Old 

OPPTS 830.1750 Certified limits Cite all Pay, Pub, 
Old 

OPPTS 830.1800 Enforcement analytical method Cite all Pay, Pub, 
Old 

OPPTS 830.6302 Color Cite all Pay,Pub, 
Old 

OPPTS 830.6303 Physical state Cite all Pay, Pub, 
Old 

OPPTS 830.6304 Odor Cite all Pay, Pub, 
Old 

OPPTS 830.6313 Stability to normal and elevated temperatures Cite all Pay, Pub, 
Old 

OPPTS 830.6314 Oxidizing reducing action Cite all Pay, Pub, 
Old 

OPPTS 830.6315 Flammability Cite all Pay, Pub, 
Old 

OPPTS 830.6316 Explodability Cite all Pay, Pub, 
Old 

OPPTS 830.6317 Storage stability Cite all Pay, Pub, 
Old 

OPPTS 830.6319 Miscibility Cite all Pay, Pub, 
Old 

Signature 

;/v..d.<. 9. ~/~ 
Name and Title Date 
Linda J. Fane 
Staff Product Chemist Dec. 23,2010 

EPA Form 8570-35 (9-97) Eleclromc and Paper verstons avatlable. Submit only Paper verston. APencv TntPrn,::,l Tl<:<> f'nnu 
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Form Approved OMB No. 2070-0060 
UNITED STATES ENVIRONMENTAL PROTECTION AGENCY 

401 M Street, S.W. 
WASHINGTON, D.C. 20460 

Paperwork Reduction Act Notice: The public reporting burden for this collection of information is estimated to average 0.25 hours per response for registration activities and 0.25. 
hours per response for reregistration and special review activities, including time for reading the instruction and completing the necessary forms. Send comments regarding the 
burden estimate or any other aspect of this collection of information, including suggestions for reducing the burden to: Director, OPPE Information Management Division {2137), 
U.S. Environmental Protection Aoencv, 401 M Street, S.W., Washinl!ton DC 20460. Do not send the form to this address. 

DATA MATRIX 

Date: December 23, 20 lO EPA Reg No.I File Symbol ~Page4of6 
1706-

Applicant's/Registrant's Name and Address: Nalco Company Product: Nalco 60620 
1601 West Diehl Road 
Naperville, lL 60563 

Ingredient: Ammonium sulfate (PC 5601) 

Guideline Reference Number Guideline Study Name MRIDNumber Submitter Status Note 

OPPTS 830.6320 Corrosion characteristics Cite all Pay, Pub, 
Old 

OPPTS 830.6321 Dielectric breakdown voltage Cite all Pay, Pub, 
Old 

OPPTS 830.7000 pH Cite all Pay, Pub, 
Old 

OPPTS 830.7050 UVNisible absorption Cite all Pay, Pub, 
Old 

OPPTS 830.7100 Viscosity of liquids Cite all Pay, Pub, 
Old 

OPPTS 830.7200 Melting point Cite all Pay, Pub, 
Old 

OPPTS 830.7220 Boiling point Cite all Pay, Pub, 
Old 

OPPTS 830.7300 Density/relative density/bulk density Cite all Pay, Pub, 
Old 

OPPTS 830.7370 Dissociation constant Cite all Pay, Pub, 
Old 

OPPTS 830.7520 Particle size, fiber length, and diameter distribution Cite all Pay, Pub, 
Old 

OPPTS 830.7550 Octanol water partition Cite all Pay, Pub, 
Old 

OPPTS 830.7840 Water solubility Cite all Pay, Pub, 
Old 

Signature 
;;(v...® 9 

Name and Title Date 

~/h-. Linda J. Fane 
Staff Product Chemist Dec. 23,2010 

EPA Form 8570-35 (9-97) Electromc and Paper versiOns available. Subm1t only Paper versiOn. Agencv Internal Use Coov 
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Form Approved OMB No. 2070-0060 
UNITED STATES ENVIRONMENTAL PROTECTION AGENCY 

401 M Street, S.W. 
WASHINGTON, D.C. 20460 

Paperwork Reduction Act Notice: The public reporting bmden for this collection of information is estimated to average 0.25 hours per response for registmtion activities and 0.25. 
hours per response for reregistration and special review activities, including time for reading the instruction and completing the necessary forms. Send comments regarding the 
burden estimate or any other aspect of this collection of information, including suggestions for reducing the burden to: Director, OPPE Information Management Division (2137), 
U.S. Environmental Protection A!!encv, 40! M Street, S.W., Washin!!ton DC 20460. Do not send the form to this address. 

DATA MATRIX 

Date: December 23, 20!0 EPA Reg No./ File Symbol I PageS of6 
I 706-

Applicant's/Registrant's Name mtd Address: Nalco Company Product: Nalco 60620 
1601 West Diehl Road 
Naperville, IL 60563 

Ingredient: Ammonium sulfate (PC 560!) 

Guideline Reference Number Guideline Study Name MRIDNumber Submitter Status Note 

OPPTS 830.7950 Vapor pressure Cite all Pay, Pub, 
Old 

OPPTS 870.!100 Acute oral toxicitv Cite all Own, Pub 
OPPTS 870.1200 Acute dermal toxicitv Cite all Own, Pub 
OPPTS 870.!300 Acute inhalation toxicitY·- Cite all Own, Pub 
OPPTS 870.2400 Acute eve irritation Cite all Own, Pub 
OPPTS 870.2500 Acute dermal irritation Cite all Own, Pub 
OPPTS 870.2600 Skin sensitization Cite all Own, Pub 
OPPTS 850.1010 Acute toxicity to water fleas (Daphnia magna) 'i?34 0 ~00 

Nalco Company Own See Doc. 6 
under static conditions 

OPPTS 850.1075 Acute toxicity to bluegill sunfish (Lepomis 
~~3'10 ~6'1 

Nalco Company Own See Doc. 7 
macrochirus) under static conditions 

OPPTS 850.1075 Acute toxicity to rainbow trout (Oncorhynchus 
~lS'35U"I 

Nalco Company Own See Doc. 8 
mykiss) under static conditions 

OPPTS 850.!400 Fish early-life stage toxicity Cite all Pay, Pub, 
Old 

OPPTS 850.1500 Fish life-cycle toxicity Cite all Pay,Pub, 
Old 

OPPTS 850.2!00 Acute oral toxicity (LD 50) with Northern qgJqo?o? Nalco Company Own See Doc. 9 
Bobwhite 

OPPTS 870.3250 90-day dermal - rodent Cite all Pay, Pub, 
Old 

OPPTS 870.3700 Developmental toxicity Cite all Pay, Pub, 
Old 

Signature 

XCA..<~a: 9~/h.. 
Name and Title Date 
Linda J. Fane 
Staff Product Chemist Dec. 23, 20!0 

EPA Form 8570-35 (9-97) Electromc <tnd Paper versiOns avmlable. Subm1t only Paper vers10n. 
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Form Approved OMB No. 2070-0060 
UNITED STATES ENVIRONMENTAL PROTECTION AGENCY 

401 M Street, S. W. 
WASHINGTON, D.C. 20460 

Paperwork Reduction Act Notice: The public reporting burden for this collection of information is estimated to average 0.25 hours per response for registration activities and 0.25 · 
hours per response for reregistration and special review activities, including time for reading the instruction and completing the necessary tOrms. Send comments regarding the 
burden estimate or any other aspect of this collection of information, including suggestions for reducing the burden to: Director, OPPE Information Management Division (2137), 
U.S. Environmental Protection Agenc , 401 M Street, S.W., Washington DC 20460. Do not send the form to this address. 

DATA MATRIX 

Date: December 23, 2010 EPA Reg No./ File Symbol 
1706-

Applicant's/Registrant's Name and Address: Nalco Company Product: Nalco 60620 
1601 West Diehl Road 
Naperville, IL 60563 

Ingredient: Ammonium sulfate (PC 5601) 

Guideline Reference Number Guideline Study Name MRID Number Submitter 

OPPTS 870.5100 Gene mutation (Ames test) Cite all 

OPPTS 870.5300 Structural chromosome Cite all 

OPPTS 870.5550 Other genotoxic effects Cite all 

OPPTS 870.6200 Acute neurotoxicity Cite all 

OPPTS 870.7800 Immunotoxicity Cite all 

OPPTS 875.1200 Dermal exposure- indoor 4 '<i\l.i c /0 Nalco Com Jany 
OPPTS 875.1400 Inhalation exnosure - indoor 'I 341\f /0 Nalco Company 
OPPTS 875.2800 Descriptions of human activity 14 \q. 10 Nalco Compa.f?y 
OPPTS 835.2100 Hydrolysis Cite all 

Non-guideline Residue [qyc,q <>811 Nalco Company 

Data Submitters for Ammonium sulfate (PC Code 5601) (Sept. 30, 2010 listing): 
Brewer International, Inc. (company number 33136) 
Pursell Technologies, Inc. (company number 73614) 
Zhejiang Tide Cropscience Co., Ltd (company number 80697) 
Data Submitters for Ammonia (PC5302): (Sept. 30, 2010 listing): 
Buckman Laboratories, Inc. (company number 1448) Armatron international, Inc. (company number 34473) 
Spray Drift Task Force (company number 66607) Certis USA, LLC (company number 70051) 
Lang Laboratories, Inc. (company number 71215) 

Signature Name and Title 

~~ 9· ~ .. t.•-/l'i Linda J. Fane 
Staff Product Chemist 

EPA Form 8570-35 (9-97) Electwmc and Paper vers10ns available. Subm1t only Paper versmn. 

l Page6of6 

Status Note 

Pay, Pub, 
Old 
Pay, Pub, 
Old 
Pay, Pub, 
Old 
Pay, Pub, 
Old 
Pay, Pub, 
Old 
Owo See Doc. 10 

Own See Doc. tO 
Own See Doc. 10 

Pay, Pub, 
Old 
Own See Doc. 11 

Date 

Dec. 23,2010 
A2encv Internal ll"" rnnv 
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Form Approved OMB No. 2070-0060 
UNITED STATES ENVIRONMENTAL PROTECTION AGENCY 

401 M Street, S. W. 
WASHINGTON, D.C. 20460 

Paperwork Reduction Act Notice: The public reporting burden for this collection of information is estimated to average 0.25 hours per response for registration activities and 0.25 
hours per response for reregistration and special review activities, including time for reading the instruction and completing the necessary forms. Send comments regarding the 
bwden estimate or any other aspect of this collection of information, including suggestions for reducing the burden to: Director, OPPE Information Management Division (2137), 
U.S. Environmental Protection Aoency, 401 M Street, S.W., Washington DC 20460. Do not send the form to this address. 

DATA MATRIX 

Date: December 23, 2010 EPA Reg No./ File Symbol ! Page I of6 
1706-

Applicant's/Registrant's Name and Address: Nalco Company Product: Nalco 60620 
1601 West Diehl Road 
Naperville, IL 60563 

Ingredient: Ammonium sulfate (PC 5601) 

Signature 

9 
Name and Title Date 

;;t't{d<~: ~/~ Linda J. Fane 
Staff Product Chemist Dec. 23,2010 . 

' EPA Form 8570-35 (9-97) Electromc and Paper versJOns ava1lnble. Submit only Paper veJsJon. Puhh(' FiiP f'onv 
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Form Approved OMB No. 2070-0060 
UNITED STATES ENVIRONMENTAL PROTECTION AGENCY 

401 M Street, S.W. 
WASHINGTON, D.C. 20460 

Paperwork Reduction Act Notice: The public reporting burden for this collection of information is estimated to average 0.25 hours per response for registration activities and 0.25 
hours per response for reregistration and special review activities, including time for reading the instruction and completing the necessary forms. Send comments regarding the 
burden estimate or any other aspect of this collection of information, including suggestions for reducing the burden to: Director, OPPE Information Management Division (2137), 
U.S. Environmental Protection A2:encv, 40 I M Street, S.W., Washin,gton DC 20460. Do not send the form to this address. 

DATA MATRIX 

Date: December 23,2010 EPA Reg No./ File Symbol 1Page2of6 
1706-

Applicant's/Registram's Name and Address: Nalco Company Product: Nalco 60620 
1601 West Diehl Road 
Naperville, IL 60563 

Ingredient: Ammonium sulfate (PC 5601) 

Signature 

;(vwt..:9~ 
Name and Title Date 
Linda J. Fane 
Staff Product Chemist Dec. 23,2010 

-EPA l•O! m 8570-35 (9-97) Electromc and Papel versmns avmlable. Submit only Paper versmn. Public File C:onv 
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Form Approved OMB No. 2070-0060 
UNlTED STATES ENVIRONMENTAL PROTECTION AGENCY 

401 M Street, S.W. 
WASHINGTON, D.C. 20460 

Paperwork Reduction Act Notice: The public reporting burden for this collection of information is estimated to average 0.25 hours per response for registration activities and 0.25 . 
hours per response for reregistration and special review activities, including time for reading the instruction and completing the necessary forms. Send comments regarding the 
burden estimate or any other aspect of this collection of information, including suggestions for reducing the burden to: Director, OPPE Information Management Division (2137), 
U.S. Environmental Protection Agency, 401 M Street, S.W., Washington DC 20460. Do not send the form to this address. 

DATA MATRIX 

Date: December 23, 2010 EPA Reg No./ File Symbol ~Page 3 of6 
1706-

Applicant's/Registrant's Name and Address: Nalco Company Product Nalco 60620 
1601 West Diehl Road 
Naperville, IL 60563 

Ingredient Ammonium sulfate (PC 5601) 

Guideline Reference Number 

Signature 

;;(~9~~ 
Name and Title Date 
Linda J. Fane 
Staff Product Chemist Dec. 23, 2010 

EPA Fo1 m 8570-35 (9-97) ElectJomc and Pape1 ve1s1ons avmlable. Subm1t only Pape1 versmn. Pubhc Ftle Conv 
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" Form Approved OMB No. 2070-0060 
UNITED STATES ENVIRONMENTAL PROTECTION AGENCY 

401 M Street, S.W. 
WASHINGTON, D.C. 20460 

Paperwork Reduction Act Notice: The public reporting burden for this collection of information is estimated to average 0.25 hours per response for registration activities and 0.25 
hours per response for reregistration and special review activities, including time for reading the instruction and completing the necessary forms. Send comments regarding the 
burden estimate or any other aspect of this collection of information, including suggestions for reducing the burden to: Director, OPPE Information Management Division (2137), 
U.S. Environmental Protection Agency, 401 M Street, S.W., Washington DC 20460. Do not send the form to this address. 

DATA MATRIX 

Date: December 23, 2010 EPA Reg No./ File Symbol lPage4of6 
1706-

Applicant's/Registrant's Name and Address: Nalco Company Product: Nalco 60620 
1601 West Diehl Road 
Naperville, IL 60563 

Ingredient: Ammonium sulfate (PC 5601) 

Signature O("udtt 
9 

Name and Title Date 

~/A. Linda J. Fane 
Staff Product Chemist Dec. 23,2010 

" • ". EPA Forln 8570-35 (9-97) ElectJOntC and Paper verstons avadable. Submtt only Paper versiOn. Pubhc File C:onv 
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u Form Approved OMB No. 2070-0060 
UNITED STATES ENVIRONMENTAL PROTECTION AGENCY 

401 M Street, S.W. 
WASHINGTON, D.C. 20460 

Paperwork Reduction Act Notice: The public reporting burden for this collection of information is estimated to average 0.25 homs per response for registration activities and 0.25 -
hours per response for reregistration and special review activities, including time for reading the instruction and completing the necessary forms. Send comments regardi11g the 
burden estimate or any other aspect of this collection of information, including suggestions for reducing the burden to: Director, OPPE Information Management Division (2137), 
U.S. Environmental Protection Agency, 401 M Street, S.W., Washin.f!:ton DC 20460. Do not send the form to this address. 

DATA MATRIX 

Date: December23, 2010 EPA Reg No./ File Symbol /_Page 5 of 6 
1706-

Applicant's/Registrant's Name and Address: Nalco Company Product: Nalco 60620 
1601 West Diehl Road 
Naperville, IL 60563 

Ingredient: Ammonium sulfate (PC 5601) 

Nalco Company 

Signature ;/wto_ Name and Title Date 

9 ~,/)(. Linda J. Fane 
Staff Product Chemist Dec. 23,2010 

EPA Form 8570-35 (9-97) ElectrOfllc and Paper versiOns 1\V<Illable. Subm1t only Paper ve1 SJOn. p, hll.-. v:ln r<n--• 
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Form Approved OMB No. 2070-0060 
UNITED STATES ENVIRONMENTAL PROTECTION AGENCY 

401 M Street, S.W. 
WASHINGTON, D.C. 20460 

Paperwork Reduction Act Notice: The public reporting burden for this collection of information is estimated to average 0.25 hours per response for registration activities and 0.25. 
hours per response for reregistration and special review activities, including time for reading the instmction and completing the necessary forms. Send comments regarding the 
burden estimate or any other aspect of this collection of information, including suggestions for reducing the burden to: Director, OPPE Information Management Division (2137), 
U.S. Environmental Protection A<>ency, 401 M Street, S.W., Washington DC 20460. Do not send the form to this address. 

DATA MATRIX 

Date: December 23, 20l0 

Applicant's/Registmnt's Name and Address: Nalco Company 
1601 West Diehl Road 
Nauerville, IL 60563 

Ingredient: Ammonium sulfate (PC 560 1) 

Data Submitters for Ammonium sulfate (PC Code 5601) (Sept. 30, 2010 listing): 
Brewer International, Inc. (company number 33136) 
Pursell Technologies, Inc. (company number 73614) 
Zhejiang Tide Cropscience Co., Ltd (company number 80697) 
Data Submitters for Ammonia (PC5302): (Sept. 30, 2010 listing): 

EPA Reg No./ File Symbol 
1706-
Product: Nalco 60620 

Buckman Laboratories, Inc. (company number 1448) Armatron International, Inc. (company number 34473) 
Spray Drift Task Force (company number 66607) Certis USA, LLC (company number 70051) 
Lang Laboratories, Inc. (company number 71215) 

Signature 
:::/<-<.c!'.t 9~/;{, 

Name and Title 
Linda J. Fane 
Staff Product Chemist 

EPA Form 8570-35 (9-97) Electromc and Paper ve1S10ns avmlable. Submll only Paper ve1S10n. 

1Page6of6 

Status Note 

Date 

Dec. 23, 20l0 
Pubhc F1le Copy 
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Mann, Juliana 

From: 
Sent: 
To: 

paygovadmin@mail.doc.twai.gov 
Wednesday, December 22, 2010 12:53 PM 
Mann, Juliana 

Subject: Pay.Gov Payment Confirmation 

THIS IS AN AUTOMATED MESSAGE. PLEASE DO NOT REPLY. 

Your transaction has been successfully completed. 

Transaction Summary 

Application Name: PRIA Service Fees 
Pay.gov Tracking ID: 252625P6 
Agency Tracking ID: 74161657639 

Account Holder Name: Mark G. Muellner 
Transaction Type: Sale 
Transaction Amount: $57,882.00 
Billing Address: 1601 W. Diehl Road 
City: Naperville 
State/Province: IL 
Zip/Postal Code: 605631198 
Country: USA 
Card Type: Master Card 
Card Number: *******•****0141 
Transaction Date: Dec 22, 2010 12:52:55 PM 

Decision Number: 
Registration Number: 
Company Name: Nalco Company 
Company Number: 1706 
Action Code: A420 

1 
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)rEPTOE &jOHNSONLL 

WRITER'S DIRECT DIAL 
202.429.3095 

December 23, 2010 

Document Processing Desk (APPL) 
Office of Pesticide Programs (7504P) 
U.S. Environmental Protection Agency 
One Potomac Yard 
2777 South Crystal Drive 
Arlington, VA 22202 

Attention: Velma Noble, PM 31 

ATTORNEYS AT LAW 

Nalco 60620, EPA File Symbol 1706-- f ()1'/ 

1330 Connecticut Avenue. NW 

Washington. DC 20036-1795 

Te1202.429.3000 

Fax 202.429.3902 
stepwe.com 

Application for Registration of New Product (Secondary Registration) 

Dear Velma: 

On behalf of Nalco Company, en dosed please find an application for registration of Nalco 60620, an 
end~use product containing a new active ingredient, ammonium sulfate. The proposed registration for 
Nalco 60620 is for use in an in-situ generNing system for use in pulp and paper mills. 

Nalco 60620 is substantially similar to an existing registered product, Busan 1215, EPA Reg. No. 1448~ 
433. That fact is substantiated by statements made by Buckman, registrant of Busan 1215 (attached to 
this letter and available at EPA-HQ~OPP-2009~1005-0003 at electronic pages 4 and 7). NalCO b'e'tieves 
that the correct identification of the active ingredient is ammonium sulfate, which is what is- t.8ed. to 
formulate this product. While ammonium sulfate {CAS RN 7783-20-2) does dissociate in aquaeous 
solution to a degree, the product does not fully dissociate to ammonium hydroxide (or aqua ,ammonia) 
(CAS RN 1336-21-6), nor does it convert to ammonia (CAS RN 7664-41-7, EPA PC 5302), wboh is a 
gas. Regardless of whether the ammonium ion from ammonium sulfate is expected to stabiliLe cf·lorite 
from sodium hypochlorite and monochloroamine, the product for which this submission is made 
contains an aqueous solution of ammonium sulfate. As such, Nalco has identified the active ingredient 
as ammonium sulfate and has developed this application on that basis. Should the Agency b~lieve 
otherwise, Nalco would be glad to discuss it further. Nalco has conducted the necessary test~ng w:th 
ammonium sulfate and/or referenced data on that compound. 

WASHINGTON • NEW YORK • CHICAGO o PHOENIX • LOS ANGELES • CENTURY CITY • LONDON • BRUSSELS • BEIJING 
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Velma Noble 
December 23,2010 
Page 2 

Despite the identification of the active ingredient as ammonium sulfate, Nalco is relying upon existing 
Agency decisions regarding this compound and its dissociation products, which have been used to 
support multiple decisions. In particular, see the tolerance reassessment for mineral acids and associated 
salts (EPA~HQ~OPP-2002-0162-170), RED and registration review decision documents on mineral 
acids, decisions regarding related compounds such as ammonium nitrate (inert ingredient for food use), 
and decisions regarding ammonia and ammonium ion from similar compounds, determination by FDA 
that ammonium sulfate is a GRAS material when used as a direct food additive (see 21 CFR 184.1143). 

This is a PRIA action (Action Code A420). Documentation of prepayment of the PRIA fee is attached 
to this letter. 

Nalco Company is conducting a storage stability and corrosion characteristics study to address OPPTS 
guidelines 830.6317 and 830.6320. A final report will be submitted upon completion of the study. We 
request that submission of the final storage stability report when completed be a condition of 
registration. 

Enclosed with this application please find: 
1. EPA Fotm 8570-1, application form 
2. EPA Form 8570-34, Certification with Respect to Citation of Data 
3. EPA Form 8570-35, Data matrix (Agency Use and Public File Copies) 
4. EPA Form 8750-4, Confidential Statement of Formula 
5. Five (5) copies of the proposed labeling 
6. Transmittal Document 
7. Three (3) copies of each submitted study 

Please contact me if you have any questions or require any additional information. 

Sincerely, 

(lt;~ 
f[uli~ann 

Paralegal Specialist 
jmann @steptoe.com 
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Doc 1 

Doc 2 

Doc 3 

Doc4 

Doc 5 

Doc 6 

Doc? 

Doc 8 

Doc 9 

Doc 10 

Doc 11 

1 ANSMITTAL DOCUMEl\ 

Submitter 

Nalco Company 
1601 West Diehl Road 
Naperville, IL 60563 

Regulatory action in support of which this package is submitted 
Nalco 60620, EPA Registration No. 1706-

MRID 

New product registration 

Transmittal Date 
December 23 2010 

Submitted Studies 

Administrative Materials 

Mann, J. 2010. Nalco 60620: Product Identity and 
Composition (Group A). Report No. 60620-Group A. 
pages. Contains Confidential Business Information. 

20 

Sinning, D. 2010. Ammonium Sulfate: Preliminary Analysis. 
Study No. 3430-09. 24 pages. 

Mann, J. 2010. Nalco 60620: Physical and Chemical Properties 
(Group B). 6 pages. 

Elliott, T. 2010. J0694: Determination of pH, Viscosity, and 
Density. ABC Study No. 65625. 28 pages. 

Brown, E. 2010. Nalco 60620: Acute Toxicity. Report N2010-
AT. 5 pages. 

Hasler, T. 2010. J06D4: Acwe Toxicity to Water Fleas 
(Daphnia magna) Under Static Conditions. Study No. 
1151.000.110.43 pages including 3a. 

Hasler, T. 2010. J06D4: Acute Toxicity to Bluegill Sunfish 
(Lepomis macrochirus) Under Static Conditions. Report No. 
1151.000.100. 45 pages including 3a. 

Hasler, T. 2010. J06D4: Acute Toxicity to Rainbow Trout 
(Oncorhynchus mykiss) Under Static Conditions. Report No. 
1151.000.103.45 pages including 3a. 

Stafford, J. 2010. J0694: Acute Oral Toxicity Test (LD50) with 
Northern Bobwhite (Colinus virginianus). Study No. 
2009.4100. 52 pages. 

Mann, J. 2010. Nalco 60620: Discussion of Applicator 
Exposure Data Requirements. Report No. N2010-AE. 6 
pages. 

Hill, D. 2010. Nalco 60620 and Nalco 60615: Discussion of 
Residue Issues That May Occur in Pulp and Papennill. 
Report No. N2010-Res. 14 pages. Contains confidential 
business information. 
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Company Official 

Company Name: 

Company Contact: 

Mailing Address 

Phone Number: 

Steptoe & Johnson, LLP., Authorized Agent for Nalco Company 

Juli Mann 

1330 Connecticut Ave., NW, Washington, D.C. 20036 

202-429-3095 
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Piease read instmctions on reverse before cot ;in~[.orm. Form A~~roved QMB No. 2070"0060, Approval expires 2-28-95 

United States k:_ .'tegistration OPP Identifier Number 

EPA Environmental Protection Agency BAmendment 
Washington, DC 20460 Other 

Application for Pesticide- Section I 
I. Co~nyl)7,:}uct Number 2. EPA Product Manager 3. Proposed Classification 
1706- Velma Noble ~None 0 Restricted 
4. Company/Product (Name) PM# 
Nalco 60620 31 
5. Name and Address of Applicant (Include ZIP Code) 6. Expedited Review. In accordance with FIFRA Section 3(c)(3) 
Nalco Company (b)(i), my product is similar or identical in composition and 
1601 West Diehl Road labeling to: 
Naperville, JL 60563 EPA Reg. No. __ 

0 Check if this is a new address Product Name 

Section- II 

0 Amendment- Explain below. 0 Final printed labels in response to 

0 Resubmission in response to Agency letter dated __ Agency letter dated __ 

0 Notification- Explain Below. 
0 "Me Too" Application 

[;8J Other- Explain Below. 

Explanation: Use additional page(s) if necessary. (For Section I and Section II.) 

Application for registration of new product. PRJA Action Code A420, PRIA fee $57,882.00. 
Contact for PRIA and for application: Juli Mann, Steptoe & Johnson, LLP, 202-429-3095, jtmtnn@steptoe.com. 
Prepayment tracking ID (Agency): 74161657639 

Section - III 
1. Material This Product Will Be Packa~ed In: 
Child-Resistant Unit Packaging Water Soluble Packaging 2. Type of Container 
Packaging 0 Yes 0 Yes 0Metal 
0 Yes IZJ No IZJ No L2] Plastic 
IZJ No 0 Glass 

* Certification 
If "Yes" No. per lf"Yes" No. per 0 Paper Unit Packaging wgt. Container Packaging wgt. I Container 

must be submitted L2] Other (Specify) bulk 

3. Location of Net Contents Infonnation 4. Size(s) Retail Container 5. Location of Label Directions 
330 gal plastic tote; 400 gal plastic tote; bulk L2] On Label 

0Labd ~Container 0 On Labeling accompanying product 

6. Manner in Which Label is Affixed to Product 0 Lithograph Uother __ 

~ Paper Glued 

0 Stenciled 

Section- IV 
1. Contact Point Com lete items direct/ below for idemi tcatiou o individual to be contacted, i necessa , >o rocess this a /ication .. ) 
Name Title Telephone No. (Include Area Code) 
Juli Mann Paralegal Specialist 202-429-3095 

Certification 6. Date Application 
I certify that the statements I have made on this form and all attachments thereto are true, accurate and complete. I Received 

acknowledge that any knowingly false or misleading statement may be punishable by fine or imprisonment or both (Stamped) 
under aonlicable Jaw 

2. 

Sig~dt; Q, f:Mu.A.:. 
3. Title 
Staff Product Chemist 

4 Typed Name v 5. Date 

Linda J. Fane Dec.23,20t0 

- . - ' ' . EPA Form 8::~70 1 (Rev. 3 94) Prevmus edttmns are obsolete. Wh1te EPA File Copy (ongmal) Yellow Applicant copy 




